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1.1 BACKGROUND
As with other areas of health care, philosophies of maternity care have moved in recent years from
requiring clients' consent to treatment to a more complex notion of informed choice. Evidence has
existed for many years to show that childbearing women want more information and choices in their care
(Cartwright 1979, Perkins 1991) and there are well established links between perceived control and
improved emotional outcomes in this group (Green, Coupland and Kitzinger 1988). There are, however,
dilemmas with increasing the power of clients relative to that of health professionals as the latter may
then perceive their expert knowledge as being undermined (Kirkham 1996). Redefinition of the concept of
expertise is possible but is unlikely to happen without radical changes in the philosophy and organisation
of care (Guilliland and Pairman 1995). Whilst ‘Patient Partnership’ is an NHS Executive medium term
priority (NHS Executive 1996), problems may be experienced where the organisation of care remains
substantially unchanged and the midwife feels her work to be controlled by managerial and medical
factors which are uninfluenced by client choice (Kirkham 1996). It was anticipated that the Informed
Choice leaflets might move the maternity service towards a partnership approach in the delivery of care
which was more equitable and for which a rational basis could be demonstrated.
1.2 THE INFORMED CHOICE LEAFLETS
In 1993, a government policy document for England (DoH 1993) charged providers of maternity care to
work towards making the service more woman focused. It particularly emphasised the need for women to
have information made easily available so that they could make informed choices about their care. This
focus has been reinforced in subsequent policy documents underpinning other areas of health care (NHS
Executive 1999, DoH 1998, NHS Executive 1995) although it has also been noted (Entwistle et al 1996b)
that there is currently no definitive standard against which such information can be measured and that
the benefits of involving patients in health care decision-making remain unproven.
In 1994, the Department of Health made funding available for MIDIRS (Midwives Information and Resource
Service) and the NHS Centre for Reviews and Dissemination to collaboratively produce evidence based
leaflets on ten discrete, pregnancy-related topics. This collaboration resulted in the production of series
1-5 of the Informed Choice leaflets, which were published in 1996; series 6-10 followed and were
published in 1997. (See Appendix 1 for the full titles of the leaflets) The leaflets were updated towards the
end of 1999 after the data collection for this research had been completed.
The initiative aimed to assist childbearing women to exercise informed choice by producing summaries of
the research evidence on the safety and effectiveness of discrete areas of clinical practice. The leaflets
were produced in pairs, with one leaflet aimed at the service user and the other, containing the
references to published studies, intended for the service provider. The cost of each leaflet was 15p for the
service user's version and 30p for the health professional's. It was the intention (as is stated on each of
the consumer's leaflets) that if more detailed information was wanted, consumers could ask to see the
professional's version.
1.2.1 The process of developing the leaflets
1.2.1.1 Gathering expert opinions
An independent researcher was employed to conduct a series of focus groups with maternity service
users and providers. Participants were recruited via pre-existing, informal networks and through a series
of advertisements in local newspapers in different geographical areas of the UK. The sample was
intentionally diverse and included women at different stages of pregnancy and those who were newly
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delivered; women of different parity spanning the range of childbearing ages and women with different
physical abilities and from different socio-economic backgrounds. In addition, health professionals
involved in the delivery of antenatal care, such as midwives, obstetricians, ultrasound practitioners and
anaesthetists, were also invited to participate in separate focus groups. Twenty such groups were thus
convened and a total of 105 participants were invited to talk about choice in maternity care and about the
information which would be needed to support informed choice. An additional two focus groups were held
with midwives and two with doctors to explore the questions they were asked by pregnant women and
what information they felt they needed themselves in order to support pregnant women making informed
choices about their maternity care.
1.2.1.2 Analysing the data and writing the leaflets
Once the topics had been agreed, authors with the appropriate knowledge and experience were then
commissioned to synthesise and interpret the research evidence and to write the leaflets for the health
professionals. Access to The Cochrane Database of Systematic Reviews ensured that the information
contained in the leaflets was based on the best available research evidence. The leaflets were then
subjected to a rigorous process of independent review. The intention was to make choices in
contemporary maternity care explicit and to state clearly what is, and what is not known, about that
care. For a full description of the development of the leaflets, see Oliver et al 1996a and Rosser et al
1996.
1.2.1.3 Accessibility for service users
The leaflets for consumers were distilled from the material contained in the professional's leaflet and were
then ‘translated’ by authors who were skilled in presenting information to the general public. In order to
reduce inequality with respect to accessing the leaflets, the consumer leaflet was written for an audience
with a minimum reading age of 11 years. Experts in the design and layout of printed materials were
employed in the production process and specific regard was given to the guidelines produced by the
RNIB (Royal National Institute for the Blind) for the visually impaired. It was intended (Rosser 1996) that
the information contained in the leaflets would be available on audiotape and in Braille and that
translation (both into text and audiotape) into the 11 languages most widely spoken by maternity users
in the UK, would be undertaken. Unfortunately, estimated production costs have remained persistently
beyond the financial capacity for MIDIRS to extend the product range.
1.2.1.4 Translation
In accordance with the Welsh Language Act (1993), the women's version of the leaflets was translated
into Welsh for the purpose of this study. The translation was funded by the Welsh Office.
1.2.2 The intended use of the leaflets
1.2.2.1 Prescribing
The MIDIRS trainer asked midwives to keep a written record of all leaflet transactions in the woman's
notes. It was expected that health professionals would use the leaflets in a controlled and conscious
way, in other words, that they would be individually prescribed in response to specified need. The leaflets
were not designed to be left in racks in public places such as GP surgeries and antenatal clinics. It was
intended that the timing and distribution of Informed Choice leaflets to service users would be such that
service users could read the information before being invited to participate in decision-making. The
leaflets were intended to complement, rather than substitute for, oral information and subsequent
discussion with health professionals.
1.2.2.2 Using evidence in practice
It was hoped that providing health professionals with more detailed information (as in the fully referenced
version of the professional's leaflets) would enable them to counsel women in their care more effectively
and also enable them to answer questions with greater clarity and conviction. In this way, the Informed
Chapter 1: Introduction 3
Choice leaflets were seen to have the potential for encouraging practitioners to give balanced, evidence
informed advice and that this, in turn, would lead to a more rational basis for practice.
1.3 BACKGROUND TO THIS RESEARCH
Although the leaflets had been in use throughout the UK since 1996, a large-scale evaluation had not
previously been undertaken. In 1997, this study was commissioned to redress this deficit. The original
call to tender outlined the broad aims of the evaluation as being:
· To examine the uptake and use of the leaflets and factors which might positively and negatively affect
this;
 
· To assess the positive and negative impact of the leaflets on levels of knowledge, attitudes, beliefs,
behaviour, satisfaction and fulfilment of women and health professionals;
 
· To assess the impact of the leaflets on relationships between patients and health professionals;
 
· To assess the impact of the leaflets on relevant health professionals.
 
· To provide insights into the area of patient partnerships.
A mixed methods study, in two phases, was planned to address these aims. The second phase was
sited in Wales because it presented the largest area in the UK where the Informed Choice leaflets had
not been purchased; it was therefore the logical area in which to construct such a trial. At this stage,
collaboration with the University of Glamorgan was initiated and, as Wales had preceded England in
examining the needs of contemporary childbearing women (Welsh Health Planning Forum 1991), it was
anticipated that such a partnership would aid in furthering the development of the UK maternity services.
The timing of this study acknowledged a shift of emphasis and philosophy in the NHS agenda. In recent
years, UK government directives have moved on from stressing the importance of patient informed
consent to treatment, to rather more complex notions of incorporating evidence based care, informed
choice and patient partnership (DoH 1993, WO 1996b, WO 1998, NHS Executive 1996). The imperative
for NHS trusts to deliver a service in accordance with predetermined quality indicators, which include the
aforementioned concepts, has since become a legal requirement (DoH 1999).
1.4 COMBINING QUANTITATIVE AND QUALITATIVE METHODS
The primacy of experimental methods (randomised controlled trials) and the widely held belief that these
models of scientific enquiry demonstrate a ‘gold standard’ in the evaluation of interventions in health care
have been challenged in recent years (Barbour 1999, Holm and Smidt 1997, Scheff and Starrin 1997). In
keeping with changing priorities in health services research (Murphy et al 1998), this study employed
both qualitative and quantitative methods in all phases of the study design, data collection and analysis.
The combination of methods facilitated the pragmatic approach adopted in this study and enabled the
research team to explore issues arising throughout the research which were often of a multidimensional
and multidisciplinary nature. The spectrum of methodologies employed was thus mutually supportive and
assisted the research team in generating and testing hypotheses directly from observation of clinical
practice.
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The evaluation of the Informed Choice leaflets was undertaken in two phases so that phase one could
inform phase two. There were a number of aspects to phase two of the evaluation. An overview is given
below.
MAPPING EXERCISE
A mapping exercise  (telephone survey) of Heads of Midwifery was carried out in one geographical
area where the first set of leaflets had been purchased by the Health Authority. The majority of GP
practices in the UK which had purchased the leaflets were also surveyed (Chapter 3).
PHASE ONE
An ethnographic study was undertaken in three maternity hospitals in England and Wales where the
Informed Choice leaflets had been purchased. Qualitative methods were used to inform the researchers
about a range of issues underpinning informed choice and the use of the leaflets in practice. This phase
informed the development of the postal questionnaire used in the cluster randomised controlled trial in
phase two.
PHASE TWO
A cluster randomised controlled trial (CRCT) was undertaken in 13 maternity hospitals. A postal
questionnaire to maternity service users in the antenatal and postnatal period was used to assess the
effectiveness of the leaflets in delivering informed choice (Chapter 7 and Appendix 2).
Free-text analysis was undertaken on the comments written by women on the questionnaire in the
CRCT to identify issues around information and choice (Chapter 8).
An economic study was undertaken using data collected in the CRCT questionnaire. This addressed
the cost and cost consequences of the leaflets (Chapter 9).
A qualitative study was undertaken in the 13 maternity hospitals in the CRCT. Observational studies
and interviews with women and health professionals were carried out in order to identify factors affecting
informed choice and decision-making, especially with respect to the informed choice leaflets (see
Chapters 11-14 and Appendix 7). Focus groups were also undertaken with women who had recently
used the maternity services (Chapter 15).  In addition, some qualitative research was carried out in a
number of small maternity units.
Measures of knowledge concerning the 10 leaflet topics were completed by women who completed
the CRCT questionnaires, by midwives in the CRCT sites and by women known to have a breech
presentation at term (Chapter 10).
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Ethical Issues
Ethics committee approval was sought, and given, for all sites participating in all phases of the research.
These included: the three ethnographic sites, the smaller, rural hospitals and the thirteen hospitals
participating in the CRCT. A charter for ethical research in maternity care guided ethical considerations
in the research (AIMS/NCT 1997).
Women who were sent questionnaires were also sent a covering letter explaining the study; they could
therefore decide at that point whether or not to participate in the study. The options available to women
included completing and returning the questionnaire, throwing the questionnaire away or ticking a box on
the covering letter and returning this to the research team thereby indicating that they wished to formally
withdraw from the study. The covering letter stated clearly that choosing to participate or not would have
no effect on women’s care. At the end of the questionnaire women were asked for their consent for
access to their maternity hospital notes for the economic assessment.
Respondents participating in the qualitative research were offered an information sheet explaining the
study. The information sheet emphasised the confidential nature of the research enquiry, that
respondents were free to leave at any stage of the research and that participation (or not) would not affect
care. Once the information sheet had been read and questions had been answered, the researchers
asked respondents for their permission to undertake observational work and interviews. Written consent
was obtained for interviews carried out on sites where this was a condition of clearance by ethics
committees.
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Chapter 3: The Mapping Exercise: Leaflet Use by the Maternity
Services in the South West Region of England and by GPs
P Curtis1, S Kirkman2, H Stapleton1
1WICH Research Group, School of Nursing and Midwifery, University of Sheffield
2School of Nursing and Midwifery, University of Glamorgan
The purpose of the mapping exercise was to explore the use of the MIDIRS Informed Choice leaflets in a
health Region with a history of leaflet use that predated the research study.
3.1  METHODOLOGY
In order to map activities with respect to the use of Informed Choice leaflets, a telephone survey of key
informants (Heads of Midwifery [HoMs]) in the South West Region was undertaken. This location was
chosen because the Regional Health Authority was known to have made an initial purchase of leaflets.
Numbers one to five of the initial set of Informed Choice leaflets were bought by Region and distributed to
all provider units between the spring and the summer of 1996.  The mapping exercise was carried out in
August 1998.
General Practitioners throughout the UK who had ordered the MIDIRS leaflets were also contacted.
3.1.1  Data collection method
Telephone interviews are widely acknowledged in the research literature to be an efficient and reliable
means of data collection (Lavrakas 1993, Groves 1989).  Moreover, they are seen to be a valuable
adjunct to other data collection methods within a multiple frame or mixed mode research design (Frey
1989,  Marcus and Crane 1986).
Response rates to telephone interviews are highly sensitive to the mode of initial contact, the first 30-60
seconds of telephone contact time being critical in minimising non-response or poor compliance (Collins
et al 1998, Oskenberg and Cannell 1988).  In order to maximise response in this study, a letter was sent
to all named individuals identified in the sampling frame.  This provided information about the study and
indicated that the researcher would attempt to make telephone contact within seven to ten days of
receipt of the letter.
An interview schedule (Appendix 8) was devised and piloted. Some elements of the original schedule
were subsequently amended and some were omitted from the final analysis as they did not elicit robust
information.  All interviews followed the same sequence.
3.1.2  Sample
The sampling frame consisted of all heads of the names and addresses of all Heads of Midwifery in the
South West Region. In addition, purchaser information was supplied by MIDIRS.  Thus, a total sample
population of 44 key informants was identified.
The introductory letter was sent to all 44 of the identified contacts (35 Heads of Midwifery and 9 GP
practices). This was followed up by a telephone interview.  All interviews were conducted by the same
researcher in order to maximise consistency in data collection.
Data was subsequently obtained from 30 interviews (68% of potential sample):  28 of these interviews
were tape recorded before transcription.
· Interview data were obtained from 24 of the 35 HoMs identified
à 6 HoMs’ accounts were subsumed by accounts given by more senior colleagues whose remit
included the smaller maternity units, thus making the material from these HoMs redundant.
à 5 HoMs chose not to participate.
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· Interview data were obtained from 6 of the 9 GP practices identified as purchasers of leaflets.
à It was not possible to make contact with 1 remote Highland practice, despite numerous
attempts to do so.
à One GP’s secretary/receptionist refused participation on her employer’s behalf
à One GP chose not to participate
3.1.3  Analysis
Content analysis of the transcribed interview data was undertaken manually. Content analysis involves
the classification of qualitative data, in this case textual responses, into categories chosen because of
their theoretical importance.  The technique provides a systematic means of measuring the frequency,
order or intensity of occurrence of words, phrases or sentences (Burns and Grove 1993).
3.1.3.1 Threats to reliability and validity
The major threat to reliability and validity of telephone interview data arose through a failure to elicit the
appropriateness of the key informant identified.  It may be that some Heads of Midwifery were not in post
at the time that purchase decisions were made and the data about initial purchases may not be robust.
Thus, a question1 which sought to probe HoMs’ understanding of the initial purchase of numbers 1 to 5 of
the Informed Choice leaflets was omitted from the analysis because of the absence of contextual data.
3.2  RESULTS
3.2.1 Demographic Features
3.2.1.1 Size of Units: (number of births per year) [n=24]
This varied very widely. The largest unit recorded over 5,000 births per year compared with the smallest
with only 150-200 per year.  In all, 13 units managed between 2,000 and 5,000+ births per year; a further
eight provided services for fewer than 2,000 births per year. Some HoMs reported on both community and
acute trusts. Three reports derived from community based trusts providing antenatal and postnatal care
as well as some intrapartum care.
3.2.1.2 General Practice: maternity care provision
This also varied with respondents reporting that they delivered care relating to between 150 and 400
births per year.  Patterns of service delivery and involvement of GPs and midwives in care, also varied.
3.2.1.3 Social characteristics of childbearing population
The overwhelming majority of respondents reported that they provided services to the whole range of
socio-economic groups.  Two HoMs and one GP suggested that their client group was ‘middle to lower
social class’ and one HoM reported women in her area to be of ‘pretty high social class’.  Neither the
HoMs nor the GPs reported large minority ethnic populations; eight respondents made it explicit that
they did not have significant numbers of ethnic minority women.  Social problems, including
homelessness, unemployment and child protection issues were noted.  Drug taking was perceived to be
a problem by eight respondents, while six reported that they provided maternity care services for
travelling communities.
3.2.2  Information about the purchase of the leaflets
3.2.2.1 The funding of leaflets
There was considerable confusion evident within the interview data obtained from Heads of Midwifery with
respect to the sources of leaflet funding.  It was not always clear whether key informants had been in
                                                                
1 ‘How was the decision taken i.e. who prompted it and who was involved?’
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post at the time of the initial purchase decision.  Thus, some responses referred to the initial purchase,
made by Region, and some to subsequent purchase decisions made within units.
The HoMs who had cited the Region as instigators of the decision to purchase the initial set of leaflets
(numbers 1 to 5) all agreed that this was also the source of the funding.  For subsequent purchases
(either re-ordering from the first series, or an initial order from the second series of leaflets) a variety of
other sources of funding were specified.  These included ‘midwifery income generation money’, ‘our own
education funds’ or the Trust’s maternity budget.  MSLC or health authority funds were also suggested
as sources.
GP practices had to exploit a wide range of funding sources. Two practices purchased out of practice
funds.  One was a private purchase out of a GP’s ‘own pocket’.  Two others received monies from local
charitable trusts.  The remaining GP practice suggested that they had funded the leaflets from ‘petty
3.2.2.2 Subsequent purchase decisions: rationales for selective purchase decisions
The cost of the leaflets and financial constraints experienced within units were constantly referred to.
Seven of the HoMs offered this as the reason for not making subsequent purchases.  Cost severely
constrained efforts to purchase leaflets from the second set, or to replace the first set. Only one HoM
reported that they had secured all the leaflets from 1 to 10.  However, other reasons for not purchasing
were suggested. Some lacked confidence in the information contained in the leaflets.  Thus one HoM
reported that they had chosen not to purchase the screening leaflet as their practice did not conform with
the information it contained: they were planning to develop and introduce their own.  One other unit noted
that they already had their own in-house leaflets on a range of subjects (epidural, pain relief in labour,
breech, caesarean section, and alcohol consumption).  Another HoM, referring to the ultrasound
scanning, epidural and breach leaflets, noted that they did not agree with all that was being said. One
unit also reported hostility from obstetricians who had opposed the screening leaflet. Where an issue
was not considered to be problematic, (such as consumption of alcohol) purchase of the leaflet was also
seen as unnecessary.  Finally, two HoMs suggested that the way in which they disseminated the
leaflets made subsequent purchases unnecessary: one respondent replied that the leaflets had gone into
the library and midwives could access them there.  In the second unit, laminated copies of leaflets had
been placed in the antenatal clinic: ‘depending on whatever discussion we have and at any relevant point
then we use them for discussion but we don’t actually hand them out unless we need to
Few positive reasons for selective purchases were offered.  One unit bought only the infant feeding leaflet
as they were working towards recognition under the Baby Friendly Initiative, but nine of the HoMs did not
provide any rationale for their decisions.
By contrast, four of the six GP practices bought the complete set of Informed Choice leaflets.  One had
selected only the screening and infant feeding leaflets (though no rationale was given for this) and one
made no response.
3.2.2.3 Continued use of leaflets by units / practices
Ten of the HoMs and all of the GP practices noted that they were continuing to use the Informed Choice
leaflets.  Other responses alluded to selective use: ‘on demand’ (3), ‘sparingly’ (3) ‘very selectively’, and
as a reference source (2).  One respondent admitted to photocopying the leaflets.  Three HoMs said that
they no longer used them.
3.2.2.4 Reasons for discontinuing leaflet use
As suggested earlier, reductions in leaflet use were primarily driven by financial constraints.  The
availability of other (cheaper) sources of information were also cited including information produced in-
house.  The availability of the Health Education Authority’ s Pregnancy book was noted and this was felt
by two HoMs to be preferred by women. Difficulties in aligning leaflet contents with local practices
(referred to earlier) were also an important influence on their use.
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3.2.3  Distribution of the leaflets
3.2.3.1 Orientation
Half of the HoMs and two of the GP practices recalled that MIDIRS had provided orientation before
introduction of the leaflets.  Most did not comment on how useful this had been though one positive
response and one negative response (‘no use at all’) was received.  In addition, two HoMs and one GP
practice noted that they had used the MIDIRS resource pack to familiarise themselves with the intended
use of the information leaflets.  Two further HoMs spoke of in-house orientation, including the staging of
an open day and the use of an instructional video.  However, five HoMs and two GP practices said that
there had been no orientation at all and three HoMs did not know what had happened.
3.2.3.2 Distribution of the leaflets
Responsibility for distributing the Informed Choice leaflets was most frequently reported, by HoMs, to lie
with community midwives (8) and antenatal clinic staff (3).  Patterns of use varied.  Distribution of
pregnancy related leaflets at booking was most often cited (7 HoMs and 2 GP practices) with the
remainder being selectively targeted at women according to perceived need (5 HoMs and I GP).  This
was acknowledged by one HoM as ‘a bit hit and miss’.  In 6 units and two GP practices there was no
routine distribution, all leaflets were given to women only when this was deemed to be relevant or at the
discretion the midwife (3 HoMs).  In two units and one GP practice, leaflets were left out on racks for
women to make their own selection.
Four HoMs and one GP did not describe the pattern of leaflet distribution.  Three HoMs also noted that,
at times, they distributed the professionals’ version of a leaflet to women, with one noting that educated
3.2.3.3 Staff reactions
On the whole, responses were favourable, the majority of interviewees noting that their staff were positive
about the leaflets, although this was frequently qualified in relation to specific leaflets to which staff took
exception.   One HoM noted that the ultrasonographers in her unit had initially opposed the scanning
leaflet but they had subsequently ‘made it their own’.  Data regarding medical professionals’ responses
to the leaflets was rather patchy as it is reliant upon interviewees’ familiarity with the opinions of
obstetricians.  Some HoMs were clear that they could not comment on this while a number of others
mentioned problems that had occurred with medical staff in relation to specific leaflets.  These included;
ultrasound scanning (2), screening (1), breech birth (1), infant feeding (1) and monitoring in labour (1).
While the GP practices were also generally positive about the leaflets, one did note that the midwife
attached to their practice had been told by her employing Trust that she had not got enough funded time
to explain the leaflets to women!
3.2.4  Feedback
3.2.4.1 The use of monitoring systems or audit
The use of Informed Choice leaflets was fairly new at the time of the mapping exercise and the vast
majority of respondents had not then considered evaluating them.  Two HoMs had carried out an audit
and one sent a copy of their results to the research midwife.  Two of the GP practices noted that they
were in the process of auditing specific aspects of care delivery at the time that they were contacted.
3.2.4.2 Changes in policy / outcomes as a result of using the Informed Choice leaflets
The majority of respondents (16 HoMs and 2 GPs) indicated that there had been no policy changes, nor
any notable changes in clinical outcomes, that they could attribute to using the Informed Choice leaflets.
However, some practices were highlighted as having been influenced within specific locations.  One HoM
noted that they had rewritten their guidelines concerning care in labour while another two were attempting
to reduce the amount of electronic fetal monitoring being carried out (one of these admitted that she was
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‘not sure this could be directly attributed to the leaflets’).  Other units were considering introducing
external cephalic version for breech presentations (1) and another had introduced anomaly scans. It was
also suggested that the leaflets may have contributed to a rise in the epidural rate (1) and a rise in the
Home birth rate (one GP and one HoM).  An improved breastfeeding rate was noted in one unit, though
the interviewee did not consider that this was related to the leaflets.  ‘Softer’ outcomes were also cited,
including the increased confidence felt by midwives in informing women of the choices available to them.
3.2.5  Future plans
3.2.5.1 Intentions with respect to continuing use of the leaflets
The general practices surveyed were very positive about their continuing use of the leaflets.  Five out of
the six practices said they would do so, with one non-response.
While the majority of HoMs were also hopeful of their continuing use, a number qualified this.  Ten
respondents answered this question in the affirmative.  One other noted that they would continue with
selective use of the leaflets and a second suggested that leaflet use would continue ‘when she had the
agreement of the consultants’.  However, a further eight HoMs qualified their continuing support, noting
that this could only continue use while they had the leaflets in stock or if they could find further sums of
money.
Two HoMs replied that they would not continue using the leaflets, though gave no reason for this.  One
other mentioned lack of funds as the reason for withdrawing their support and another noted that they
had subsequently introduced their own leaflets and had no further use for the MIDIRS information.
3.2.6  Other comments about the leaflets
Comments volunteered by interviewees were predominantly positive.  The leaflets are seen as ‘a good
thing’ or as one respondent from a GP practice put it, ‘the best thing since sliced bread’.
The leaflets are generally considered to be informative, well produced, balanced and comprehensive in
their content.  Two respondents also noted that they are very easy to read.  There was, however, some
criticism of the level at which information is communicated.  One GP and one HoM suggested that the
information to women was, at times, too simplistic and the level could valuably be raised.
Respondents also made a number of suggestions for other potential changes to the leaflets.  The
principal concern was, not surprisingly, for the cost of the leaflets (six HoMs and two GP practices).
There was a general feeling that this needed to be reduced.  Suggestions ranged from allowing smaller
orders to be placed (obviating the need for bulk buying) to changing their format.  It was felt that price
reduction could be achieved by reducing the size and the number of illustrations (2) or by putting the
leaflet information on the Internet.  Two HoMs suggested that the information would be useful in a booklet
format, as women receive leaflets from many other sources (however, another HoM specifically
mentioned that she would not welcome this).
Suggestions for extending the range of information were also made with one GP practice proposing
Vitamin K and Waterbirths as useful topics; one HoM noted that she would value information concerning
screening and diagnosis for Down’s syndrome.
3.2.7  Discussion
The leaflets are seen very positively as useful additions to the array of information sources currently
available to professionals and childbearing women, though their cost (described by one HoM as
‘extortionate’) was a constant concern.
The leaflets are perceived as valuable instruments for updating professional’s knowledge and for boosting
midwives’ confidence.  They are also recognised to be valuable sources of information for women, though
when the choices available to women in a particular care location do not accord with the information
contained in the leaflet, they are liable to be withheld.
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The commitment noted by a number of respondents to the provision of local, in-house information, is
liable to impact upon the use of the MIDIRS leaflets, though this cannot be quantified through this study.
The main driving forces behind this commitment are the reduced costs incurred and the ability to tailor
information to reflect dominant patterns of care.  The main challenge to the MIDIRS leaflets would seem
to come not only from locally produced information, but also from the Health Education Authority’s
Pregnancy book. This is highly valued by midwives and childbearing women alike.
Although some tensions with obstetricians were noted, these tended to concern the content of specific
leaflets and to arise when local practice was not in accord with leaflet information.  Outside of these
specific areas, however, there was a general feeling that obstetricians had little interest in their use and
considered them to be of relevance only in encounters between midwives and childbearing woman.
General practitioners, by contrast, reported themselves to be active users of the leaflets during their
interactions with women.
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Chapter 4: The Ethnographic Study
H Stapleton and M Kirkham
WICH Research Group, School of Nursing and Midwifery, University of Sheffield
4.1 INTRODUCTION
Prior to undertaking the randomised controlled trial (RCT) of the Informed Choice leaflets, a preliminary
study was undertaken in three settings where the leaflets had been purchased locally and used for at
least two years. The leaflets were only available in English on the ethnographic sites; they were translated
into Welsh for the second phase of the study only.
Observational work and interviews allowed the researchers to access key respondents for their views on
the leaflets; it also provided an opportunity to examine health professionals attitudes to important
concepts such as evidence based information, informed choice, and decision-making in maternity care.
This phase was also crucial in the design and development of the questionnaire tool used in the next
phase of the study.
Two of the ethnographic sites were in England and one was in Wales. The sites were very different
geographically, in the clientele they served, and in the organisation of maternity care.
In order to distinguish the three ethnographic sites, the notation 1.1, 1.2 and 1.3 is used to differentiate
the quotations used throughout this section.
4.2 METHODS
This phase employed qualitative methods only. With the exception of focus groups which were not
undertaken until phase two, the same qualitative methods were used during both phases of the study. For
more detail on the qualitative methods, see Chapter 11.
4.2.1 Ethnography
An ethnographic approach was taken to this phase of the study in order that the researchers might
observe the use of the Informed Choice leaflets in a ‘natural’ setting. The phrase ‘ethnographic approach’
is used deliberately in order to convey that this was a partial, rather than complete, ethnography with the
focus of data collection limited to aspects of pregnancy and childbearing and not the wider dimensions of
respondents' lives.
The researchers, both of whom were midwives, each spent between ten and fourteen working days on
each of the ethnographic sites. As the sites were previously unknown to the researchers, it was
necessary to undertake a rapid assessment exercise about the way in which maternity care was
accessed and delivered. The assessment exercise consisted of reading literature such as audits of
various aspects of the maternity service, scanning patient information booklets and other in-house
literature, noting the information displayed on notice boards, attending departmental and other meetings
and, all the while, observing and listening to interactions amongst staff and between themselves and the
childbearing women in their care. During this time the researchers also spent time chatting informally to
both service providers and users wherever they congregated: in maternity waiting rooms, foyers and wards
and in staff sitting rooms, offices and kitchens. Such intensive networking, with both NHS and non NHS
service providers and users, enabled the researchers to identify a number of key respondents at an early
stage of the fieldwork.
In its broadest sense, ethnography is a description of a people and the cultural basis of their peoplehood
(Peacock 1986); ‘doing’ ethnography then, is a complex and time consuming enterprise which involves
negotiating access, establishing rapport, selecting and interviewing respondents, mapping fields, keeping
a diary, transcribing texts and so on (Geertz 1973). The ethnographer strives to observe and record events
without censoring or filtering phenomena and to leave the field with ‘thick’ (contextual) descriptions.
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It is taken for granted in qualitative research that the observations and fieldnotes made by the
ethnographer are inevitably shaped by the ‘personal biography of the gendered researcher who speaks
from a particular class, racial, cultural and ethnic community perspective’ (Denzin and Lincoln 1994).
4.2.2 The researchers
Two researchers, both of whom were midwives and one of whom lived and worked in Wales, took part in
this phase of the study. Neither researcher had prior knowledge of, nor established networks within, the
research sites. Neither researcher spoke Welsh although one had some understanding of the spoken
language.
4.2.3 Working arrangements
In the initial stages of the study, two researchers worked collaboratively on the same site with each
researcher observing different hospital and community based antenatal clinics. The researchers thus
compiled their own individual observation and interview appointments but met on a daily basis to discuss
their findings. The vast majority of observation sessions and interviews were conducted by individual
researchers. For the joint purposes of induction and subsequent triangulation, a small number of
observations and interviews were attended by two researchers.
4.2.4  Interview prompts
In order that the researchers observed a broadly similar approach to interviewing and that some
background data common to all respondents was collected, a series of loosely formatted interview
prompts were developed from the observation data and the literature. (See Appendix 6)
The order in which questions were asked of respondents did not necessarily follow that in which they
appeared on the prompt and neither were respondents asked all of the questions. Respondents were not
shown the interview prompts as they were intended only to be used as a guide by the researchers, rather
than to serve as a rigid instrument for data collection.
The prompts were constantly revised in keeping with conventions of grounded theorising. As new concepts
were generated, these were added to the respective prompt to replace those, which had reached the point
of ‘saturation’. The prompts were used until such time as the researchers felt confident and competent to
devise questions in direct response to the themes emerging from the data.
4.2.5 Confidentiality
In order to protect the identity of respondents, the following abbreviations are used throughout the report:
M for midwives; W for maternity service users (for whom the word ‘woman’ is used interchangeably
throughout the report), O for obstetricians; P for women's husbands or partners; I for interviewer. The
exception to this notation occurs in the analysis of the focus groups. (See Chapter 15)
4.2.6 Advantages of the approach taken
An ethnographic approach gave a comprehensive overview of the study sites at an early stage in the
research process. This highlighted a number of important issues concerning the Informed Choice leaflets.
The ‘outsider’ status of both researchers enabled them to ask a number of ‘naive’ questions, which greatly
assisted in the mapping of hierarchies and allegiances.
4.2.7 Limitations of the approach taken
As one of the maternity units was situated in an area where Welsh was widely spoken, it is acknowledged
that Welsh speaking respondents may have been disadvantaged because the researchers were unable to
understand, and therefore follow up issues raised in Welsh during the consultation. For this reason, the
researchers may have failed in their efforts to ensure that saturation of analytical categories, in
accordance with a grounded theory approach, was achieved. This was also true for the tiny number of
service users observed who had no language in common with either health professionals or researchers.
Chapter 4: The Ethnographic Study 15
Time constraints militated against the researchers establishing the trusted relationships with respondents
considered integral to ethnography and because the focus was primarily on issues concerning
childbearing, it is acknowledged that this rather narrow spectrum of experience may have ‘undercut the
very purpose of ethnography, namely contextual analysis’ (Savage 1995). Some problems were
experienced by the researchers in obtaining informed consent for the purposes of observational work. See
Chapter 11 for more on this issue.
4.3 THE INFORMED CHOICE LEAFLETS IN PRACTICE
The leaflets were used exclusively by midwives on all three sites and they were used in a similar manner
to that reported fully in the findings for phase two of this study. To summarise: leaflets were often
disguised by being ‘wrapped’ with other pregnancy related information (including advertising materials) and
inserted into Bounty packs; leaflets were often given to women without any discussion; the timing of
leaflets did not always synchronise with women's requirements; once leaflets were given, there was
generally no further reference to the leaflet topic(s); women were given leaflets in ‘batches’ and at fixed
points in pregnancy rather than having them ‘prescribed’ according to need; midwives were selective in
which leaflets they gave to women; women of lower social class tended to be given fewer leaflets.
Many women were given leaflets inappropriately. For instance, women in the third trimester were offered
leaflets on ultrasound scans and screening for fetal abnormalities long after these decisions had been
made (albeit sometimes by default). With respect to the leaflet on alcohol, many women who had clearly
stated that they did not drink alcohol, or that they had stopped because of pregnancy, were nonetheless
given this leaflet without the midwife ascertaining whether it was wanted. Midwives generally did not
discuss the information contained in the leaflet, for example that a small amount of alcohol in pregnancy
was probably all right, and neither did many midwives give women the option to refuse a leaflet.
Thus, women were given leaflets with a vague recommendation from the midwife ‘to go away and read
them’. The following extract, taken from fieldnotes, illustrates a typical interaction between a community
midwife and service user:
M: There are some leaflets here about some of the things we've discussed, so if you have a read of them
and then you can ask me if you have any questions...
As she stands up, the community midwife hands the woman her notes, plus a bundle of information
including three Informed Choice leaflets: alcohol, ultrasound and place of birth. This woman is 22 weeks
pregnant and has already received three ultrasound scans (two ‘mini’, and one anomaly, scan) and does
not drink alcohol. There has been no suggestion during the consultation that she might exercise any
choice in where she has the baby nor in questioning the need for further ‘mini’ scans (which are routinely
used by some obstetricians in this unit to listen to the fetal heart during abdominal palpation).  antenatal
clinic site 1.3
In some units, it was customary practice for the community midwives to discuss birth plans (at around 35-
37 weeks) with the women in their caseloads. This was often the time when Informed Choice leaflets
concerning labour, such as positions, support, epidural and monitoring, were given to women. The
birthplan visit was also the occasion where a degree of variation in practice was observed in that a very
small number of individual midwives were seen to open and discuss the leaflets contents with the woman
concerned.
Parentcraft classes were also used as access points for women to receive leaflets as supplementary
reading to topics, which had been discussed in the class. Typically, the leaflets were handed to the
woman sitting closest to the midwife teaching the class with the instruction to take one and pass them
on; in this way they were distributed amongst the women in the class. Women were not generally invited
to read them at that point, but were typically requested to ‘...read them at home...show them to your
partners...come back with any questions...’  When the bundle was passed to them, the majority of women
took a leaflet and either put it straight into their bags or flicked through it whilst the midwife continued
talking. The researchers did not observe a consultation, or parentcraft class, when specific reference was
made to leaflets previously given to women.
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The way in which the Informed Choice leaflets were transferred to women seemed to play a crucial role in
whether they were taken any further. Very few midwives were observed spending time discussing the
content of the leaflets with women and even fewer were observed to be ‘prescribing’ the leaflets in
response to a specific situation. It was customary practice across all three sites for a selection of the
Informed Choice leaflets to be routinely inserted into the woman's notes or Bounty pack, together with a
variable range of other routine information and advertising materials and this package was given to the
woman at booking clinic. What happened after that point did not vary a great deal. Sometimes the leaflets
remained bundled up with this other information for the duration of the pregnancy, following which the
leaflets, in pristine condition, were sometimes retrieved for recycling. ‘Wrapping’ leaflets in this way
required that women subsequently exercised considerable initiative and discrimination if they were to
appreciate the significance of the leaflet contents.
Occasionally, midwives removed an individual leaflet from the pre-packed bundle during the course of the
consultation. When midwives enquired about alcohol intake or infant feeding for example, the cover of the
leaflet referred to might be shown to the pregnant woman. Mostly, however, the leaflets were simply
referred to in passing. Maternity service users were not heard to have the differences between the Informed
Choice leaflets, and any other sources of information explained to them, and this may have acted to
render the leaflets even more invisible. These, and related issues, were also observed throughout the
second phase of the study.
4.3.1 Withholding leaflets
A number of health professionals volunteered that they did not use certain leaflets because they
contradicted their personal philosophy, their customary clinical practice or because the leaflets conveyed
‘a negative image’. The leaflets pertaining to epidural, home birth, ultrasound scans and breech
presentation were all perceived in this way by some health professionals across all three sites. A number
of midwives were observed withholding information from service users. When asked about this during a
follow-up interview, a number of midwives admitted that they were ‘more selective’ with information which
contradicted local policies and which might thus provoke confrontation with medical colleagues.
Doctors exercised considerable power over the information given to women and, therefore, over the options
which were made available. For example, one consultant obstetrician would not allow the informed choice
leaflet on breech presentation to be used because she disagreed with women being offered any choice in
the mode of delivery. She was of the opinion that all women with a breech presentation should undergo an
elective caesarean section. Another consultant obstetrician refused to allow women booked with him to
have access to the informed choice leaflet on antenatal screening, because he considered the current
tests to be insufficiently accurate. A community midwife did not offer women the informed choice leaflet on
place of birth because of GP opposition.
Midwives largely colluded with doctors in withholding leaflets, although some voiced their disquiet during
the course of an in-depth interview:
I wasn't directly involved with her but I still feel awful about not having said anything. Watching her go
through a (caesarean) section (for a breech presentation) and knowing that she'd had two perfectly normal
vaginal births before. What upset me most was that she wasn't given any choice about it. She wasn't
given any options. She was just told in the clinic to come in the next day for a section. I felt awful about
not having said anything, knowing that if that woman had been a patient of Mr O, she’d have been offered
ECV and if she'd wanted to, a try at a vaginal birth...  midwife site 1.3
The researchers observed a number of occasions when women were not informed that alternative options
were available and nor were women routinely informed about the possible outcomes of certain choices.
Withholding such information was problematic when, as in the case described in the above quotation,
referral to a different consultant skilled in ECV and vaginal breech delivery might have avoided an operative
delivery. The researchers frequently observed information being presented to women in such a way as to
make it unlikely that they would disagree with the point of view advanced by the health professional, in this
case that a c/s was necessary in the case of a breech presentation.
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4.3.2 Perceptions of informed choice
The lack of strategy, or training, in the use of the leaflets to empower both service users and providers,
was demonstrated in the very different views expressed on informed choice:
Informed choice should only be offered when the service is well prepared and can meet the extra needs
this will create. If we (health professionals) are not given information about what exactly is meant by
informed choice, then we cannot be expected to provide it...informed choice is more than providing
information.  GP site 1.2
Well, for a start, there's a lot more to informed choice than spending a few hundred quid on some leaflets.
It seems to me that informed choice is only available for the women who've already got libraries of books
and more than enough information. They're the ones getting the informed choices. midwife site 1.1
...(it's) a major problem...frankly I don’t think they get much choice at all...they’re told what’s on offer and
that’s that really... and it’s the same with the information we give them, I think a lot of it is not very
impartial. It’s what we think is the right thing to do...so we’re advising them what we think is right rather
than giving them impartial information and letting them choose... I think informed choice is an issue we’ve
ducked out of really... GP site 1.1
What I understand by informed choice is that I'll have all the information I need to make decisions...that
the information will come from a respected source...that I won't be pressured into doing something I really
don't want to do... maternity service user site 1.3
Where the idea of informed choice falls down for me is where primips choose to have a home birth or
where women want to have water births, or they don't want to be monitored...or don't want to have scans...I
have great difficulty in understanding those decisions, but I also accept that they are probably making
informed choices because in order to go against the tide, they need to be well informed...  consultant
obstetrician site 1.2
Informed choice is really about women using their initiative to find out what's not available, rather than
what is... midwife site 1.2
Informed choice is about women asking for choice...it’s about them asking for it...the women who ask for
home birth or ECV for turning breech babies are well informed, but no-one’s going to tell them about
these things... No-one's going to tell them what their options are - they have to find out for
themselves...then they can make the choices... midwife site 1.1
In ‘finding out for oneself’ or ‘asking for it’, however, the onus of responsibility for ensuring that choices are
made available is on the service user, not the service provider. It requires a command of English and a
level of personal assurance which many service users currently may not posses; it also emphasises the
imbalance of power in the relationship between both parties.
4.3.3 Informed choice, equity and consumerist values
The way in which informed choice was referred to by a number of health professionals strengthened the
myth that pregnancy affords women choices which are not actually available within the context of a
welfare system where, in reality, choice is very limited for disadvantaged women. The following quotations
illustrate these points:
Women who are undemanding of the service may lose out on being well informed and they're certainly far
less likely to make decisions which are right for them. GP site 1.3
Informed choice is a nonsense for women who cannot access and use written information...they are likely
to remain powerless and helpless because there are no resources being invested in them... Take these
[informed choice] leaflets, they're useless for most of my women because they're only available in
English...  midwife site 1.2
These views suggest that health professionals recognise that women on the receiving end of the maternity
services are not equal and that effecting change will require investment on a number of levels. It is
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extremely doubtful, however, whether informed choice can be presented as a viable option to either women
or health professionals until the issue of inequality is acknowledged and strategies are put in place which
make it easier for disadvantaged women to access the full range of maternity services.
Informed choice has become something of a fashionable concept in recent years and this is reflected not
only in NHS directives but is also evident in the terminology of advertising and commerce. In a welfare
state, healthcare is rationed and choices for health service users are set by government priorities, with
some flexibility for manoeuvring at a local level. Given the variability in service provision, however, the
information contained in the MIDIRS Informed Choice leaflets will continue to contradict local norms of
practice and this will make it difficult for women who are disadvantaged and who are unassertive to achieve
informed choice in their maternity care.
4.3.4 Choice, inequality and stereotyping
A number of community midwives considered the leaflets to be inappropriate for women in their caseloads.
This was dealt with in varying ways but often resulted in women being stereotyped.
I've had many women in this area refuse the Informed Choice leaflets because they look too
complicated...I think they're a bit too posh for some of these girls around here...a lot of the girls I look
after don't read...their reading matter is probably limited to the newspaper around the fish and chip
package... midwife site 1.3
There are a lot of women in my caseload I wouldn't dream of giving the leaflets to...like I wouldn't give
some of them certain information because I don't want them having certain choices...like not having a
scan or having the baby at home for instance...it would be a complete waste of time giving them leaflets
to read...anyway, they can't read, a lot of them and I don't want them feeling even worse about that than
they do already... midwife site 1.2
The following quotation is unusual in that it demonstrates a sensitive and creative approach to presenting
information to women with different needs:
There's a lot of women around here who may not want Informed Choice leaflets because they can’t read...
but one of the important aspects of informed choice is about finding out what people are good at so you
know how to help them to get what they want...if they can't read for instance, then you draw or tell them
stories about how other women did it, so they get the ideas in a different ways... midwife site 1.3
A number of clinical midwives suggested that management decisions to purchase the leaflets were driven
not so much by a commitment to informed choice, but by concerns about quality assurance indicators
and risk management strategies. Thus, a range of other concerns militated against the leaflets being used
to promote informed decision-making by service users. These issues also jeopardised the professional-
client relationship and served to worsen the inequity of maternity care provision. The following quotation
also suggests that economic concerns were sometimes an issue:
I don't want to use the leaflets...they make me angry because they make the inequality issue a lot
worse...especially with the way we've been told to use the leaflets... we've been given strict instructions
about that...we were told that because of finance, we were only getting a limited supply and that we had to
make them last us, so we’re only to give them to those who would really benefit from them and who would
look after them so that when they were given back, they would be in good condition... midwife site 1.1
These quotations illustrate a number of dilemmas midwives face in clinical practice. In trying to do best by
the women in their care, many midwives assumed decision-making responsibility on their behalf and this
tended to result in some women being stereotyped. This seemed more likely to happen when women were
materially disadvantaged. It is suggested that such responses may have encouraged midwives and other
health professionals to accept, rather than challenge, sweeping judgements as accurate reflections
(‘women in this area can't, or don't read...’) which are then held to be true for all women, in that
geographical patch, for all time.
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4.3.5 The evidence imperative, informed choice and professional accountability
For some staff, only evidence from ‘approved’ sources, such as a RCT or systematic review, was
admissible for the purpose of clinical decision-making. As the following quotation demonstrates, however,
this created problems where the woman’s decision was informed by other evidence, such as her
successful past experiences of childbearing.
I have had a recent incident which has made me think about informed choice from the professional's point
of view. We've had a complaint against a fairly junior midwife.. she seems to have decided that evidence
based practice is more important than the woman's choice...the husband was writing on her behalf....his
wife (who was Asian) had wanted to lie flat on her back to give birth because this was what she had done
before with the other births and it had worked fine so she wanted to do it again.... But it seems that the
midwife did not want this and kept telling her that it was better for her, and better for the baby, if she was
upright... The husband said he had to keep helping his wife to lie down, while the midwife kept trying to
help her up again... I can see the midwife's dilemma but informed choice is not for midwives to be forcing
on women... midwifery manager site 1.2
Evidence based decisions, providing they emanated from sources considered legitimate by the health
professional, were often seen as ‘right’, and many staff appeared to experience difficulty in dealing with
alternative models of decision-making.
It’s disappointing when women are given the information and they don’t make the choices you want them
to or, when you try to give women information, they refuse it and say that they’re not bothered or they're
not interested... midwife site 1.3
When women made decisions which were disapproved of, staff often appeared uneasy and some
anticipated, or indeed, experienced, blame:
Some women are never satisfied with the information or the explanations you give them...it doesn't matter
how evidence based it is...but if they then make choices that are not based on good evidence, whose
problem is it? midwife site 1.2
...they tend to blame me rather than themselves... consultant obstetrician site 1.2
...women... shouldn't put the blame on us when we try to tell them the other side of the story...like the
Informed Choice leaflets...you tell them that it's all evidence based and that it can give them ammunition
to argue a case for themselves but a lot of them just don't want to know... midwife site 1.1
These contributions also attest to the real tensions many health professionals felt to exist between the
concepts of evidence, informed choice and accountability.
4.3.6 Time
Midwives from all sites spoke of the pressures on their time and gave this as a reason why information
was not volunteered to women as a matter of course:
Giving information to women takes so much more time and a far greater sense of commitment...I have to
be selective with it...there isn't the time to do it well for all the women... midwife site 1.2
I only pass on the information that I have to now and I make dead sure it’s all documented... To be
honest, I only give them the stuff I’ll get the rap for if I don’t...I haven’t the time for anything else...
midwife site 1.2
Some respondents expressed frustration that the current emphasis on informed choice and evidence
based information in the NHS did not take account of the new pressures on health professionals. This was
particularly with respect to the extra time required to convey complex information and to facilitate choice
with consumers who were unused to participating actively in their care.
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I think sometimes we health professionals are in danger of becoming commodities. We'll be thought of in
the same way as telephone hot-lines with endless amounts of time and patience and being available to
everyone at any time...  consultant obstetrician site 1.2
The MIDIRS Informed Choice leaflets then, with their impressive and scientific credentials, could be said to
serve an important function in conveying information in a concise and economical way. Time saving, an
important consideration for maintaining organisational efficiency, thus becomes a legitimating function with
regard to the exchange of information.
When we first got the (Informed Choice) leaflets, I thought, well, that's great, you just give them the leaflet
on, say, screening, which is so complicated to get across, and you know then that they've got the
information and  it saves you a lot of time because you don't have to think about it. Well that's what I
thought, but it isn't like that, because you still have to explain what's written and with some of them there's
actually a lot more written than you'd normally tell them. So no, I don't think they have helped really.
community midwife site 1.3
Clearly the leaflets were being used in a culture in which information is usually accepted as a statement of
fact, rather than as a starting point for discussion. Indeed, as is illustrated in the following excerpt from
fieldnotes, there were occasions on which a leaflet was given instead of a discussion.
A woman is attending the antenatal clinic. She is about 36 weeks pregnant with her first baby. She asks
the midwife about pain in labour and expresses a preference for an epidural. The midwife does not attempt
to discuss this with her but reaches to a shelf above her head and hands her an informed choice leaflet
(on epidural in labour) saying:
You can read about it in here...it's much better that you read about it first and then we can have a
discussion about it...so write down any questions you have and then we'll discuss them next time... Now,
have you remembered your urine sample...? community midwife site 1.3
There was only a part-time epidural service available on this site but the midwife chose not to disclose this
information; the informed choice leaflet was thus used to ‘mask’ the limitations in the local service. As
well as constraints on time, professionals' fears (for example concerning the management of breech
presentation) and economic constraints (in this case, that the service user might book at another unit)
appeared to be major factors governing information disclosure.
Thus the leaflets could be, and were, used to block or pre-empt discussion. Such practices served to
silence women and this effect was reinforced because midwives were unlikely, perhaps due to time
constraints, to spontaneously refer back to subjects which had already been mentioned. Thus, if women
were unclear about anything the midwife had said during a previous consultation, women themselves were
required to initiate discussion. The perception women held of midwives as being busy people who were
hard pressed for time, made this a difficult undertaking.
4.3.7 The significance of leaflet use
Whilst all of the units in this phase of the study had each financed the purchase of the Informed Choice
leaflets, it appeared that only a tiny minority of health professionals involved in the delivery of maternity
care had been involved in this decision-making process. The interview data suggested that midwives, the
clinicians primarily involved in using the leaflets, had not been widely consulted on this issue but that
senior managers had made decisions on their behalf. Such practices may have parallels with the way in
which midwives appropriated decision-making on behalf of women. (See Chapter 10, entitled ‘Informed
choice and decision-making on CRCT sites’) It also appeared that, whilst the units had received the
standard MIDIRS training package in the use of the leaflets, the majority of midwives observed and
interviewed could not recall having attended this event.
At the time the fieldwork was undertaken, none of the units had instituted any on-going training in the use
of the leaflets and neither had any unit implemented systems for evaluating their use. This finding was
reiterated in the mapping exercise. (See Chapter 3) It may thus have been one reason why participants in
this phase of the study appeared unable to comment on the long-term strategies for leaflet use or to
reflect on possible changes in outcome measures which might have been expected if the information
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contained within the leaflets was applied to practice. The absence of long-term strategies did not appear
to be particularly unusual in the maternity services; rather, the introduction of the Informed Choice leaflets
was simply another change which a compliant workforce was practised at absorbing. Such an attitude of
resignation may nonetheless be a contributing factor in the process whereby any innovation rapidly
becomes ‘routinised’. Thus, the MIDIRS Informed Choice leaflets were gradually assimilated into the
existing model of care, rather than being seen as a vehicle to facilitate and promote choice for pregnant
women. They certainly were not generally perceived as a vehicle for change.
It was perhaps understandable then, that the majority of the midwives who were observed issued the
Informed Choice leaflets in the same manner as all other information was issued to pregnant women. The
fact that midwives were not heard discussing the contents of the leaflets and were not themselves heard
asking questions about the anticipated purpose, or function of the leaflets, suggests that the leaflets were
not particularly valued. Observational work confirmed that the Informed Choice leaflets did not in any way
challenge the power of the institution to direct the choices of service users, in part because midwives
tended to maintain the status quo.
4.4 SUMMARY OF THE MAIN POINTS
¨  A number of overlapping issues influenced leaflet dissemination and use during this phase of the
study:
 
· midwives ‘wrapping’ of leaflets, by placing them inside the covers of Bounty packs, served to
render the leaflets invisible to service users.
 
· midwives generally did not ‘prescribe’ the leaflets individually and according to need and this
may have created problems for service users in appreciating that the leaflets were any different
from any other information they were given by midwives, including advertising materials.
 
· financial constraints resulted in midwives on one site attempting to conserve leaflet supplies
through recycling. Thus, only women who were likely to return the leaflets in good condition
were offered them.
 
· materially disadvantaged women were more likely to be stereotyped and given fewer leaflets
because midwives often made assumptions about their literacy levels and willingness to
participate in their care.
 
· the pressures on midwives’ time often curtailed discussion about leaflet topics.
 
· power differentials between midwives and doctors resulted in midwives withholding leaflets (and
other information) with which their medical colleagues may have disagreed.
 
¨  The absence of  strategic planning resulted in health professionals generally failing to recognise
the potential impact of the leaflets on clinical outcomes:
 
· the leaflets did not appear to be regarded as different from other pregnancy-related information
and this made it difficult for midwives to use them as a vehicle for change.
 
· some aspects of the (evidence based) information contained in a number of the leaflets was in
conflict with local practices and this created difficulties for midwives presenting this information
to women.
 
· local variation in the choices available to women created difficulties around the issue of
information disclosure because health professionals were anxious that women might transfer
their care elsewhere.
 
· lack of initial, and on-going, training in the use of the leaflets was identified as problematic. The
quality of training sessions may also have been an issue.
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¨  Different perceptions of relatively new and complex notions, such as informed choice, evidence
based information and professional-client accountability, created tensions for health professionals:
 
· some health professionals tended to privilege the evidence from RCT's and systematic reviews
over other varieties of experience. This appeared particularly likely in the case of newly
qualified practitioners.
 
· fear of blame and of litigation tended to ensure all health professionals advanced the benefits of
certain kinds of choices such as ultrasound scanning and c/s in the case of breech
presentation.
 
¨  Decisions to purchase the leaflets were sometimes driven by management concerns about quality
assurance indicators and risk management strategies rather than a commitment to facilitating
informed choice with service users:
 
· Midwives wishing to use the leaflets to actively promote informed choice experienced difficulty
because of conflicts of interest between management requirements and evidence based
practice.
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Chapter 5: Description of the Setting and
Presentation of the Study to the CRCT Sites
H Stapleton
WICH Research Group, School of Nursing and Midwifery, University of Sheffield
The setting for this phase of the study was thirteen maternity units in Wales. In this chapter, we describe
the organisation of maternity care and the way in which the study, including the intervention, was
presented to the units.
5.1 THE ORGANISATION OF MATERNITY CARE
5.1.1 The location of midwifery staff
Midwives were generally either community or hospital based. The more experienced hospital based
midwives were likely to hold permanent positions as ‘core staff’ in a designated clinical area, such as
CDS or antenatal clinic. A small number of hospital based midwives worked permanent night duty.
5.1.2 The location of care
Antenatal care was provided in a range of settings including hospitals, GP surgeries and in women's
homes. Although the overall orientation of care was hospital focused, considerable variation existed
between sites as to what proportion of care was delivered in each setting. Reasons for the differences
included management decisions, obstetrician preference and, in the case of domicilary based care, it
was usually a choice made by women themselves and individual midwives, and/or teams of midwives,
operating at a local level. Many service users lived equidistant from two, or occasionally three, hospitals
whilst a number of service users had the choice of only one hospital from which some lived at a
considerable distance. Considerable numbers of service users relied on public transport to attend
antenatal clinics.
The vast majority of service users were required to be seen by a doctor at a hospital based antenatal
clinic on at least one occasion during pregnancy. Many were seen rather more often and this was
regardless of identified risk factors. For the majority of women, the first hospital visit followed the initial
booking by the midwife in a domicilary or community based setting.
A small number of midwives undertook a chaperoning role in the antenatal clinic (regardless of the
gender of the doctor) and a significant number of hospital based midwives were observed to undertake no
clinical duties with the exception of testing women's urine and recording their blood pressure. In one
such clinic, the examination couch in the midwife's room had long been in use as a table for displaying
information (including a range of the informed choice leaflets).
The location for the booking visit varied greatly between sites, and indeed within sites, depending on the
priorities of midwifery management and individual midwives or midwifery teams. On some sites nearly all
women were booked in their own homes whilst on other sites, the tendency was for women to come to
the hospital. There was similar variation with respect to whether midwives obtained blood samples in the
woman's home (or GP surgery) or whether the woman was required to make a separate journey to the
hospital based phlebotomist. It appeared that much of the variation was due to the philosophy (and
perhaps skill) of individual midwives. Economics, geographical distance, women's preferences and a
greater degree of anonymity, were suggested as additional reasons in favour of booking women in the
hospital. The remainder of antenatal care by community midwives was undertaken in community based
GP surgeries.
Following the first hospital visit (which, for the vast majority of women also included a dating scan) most
women returned to the hospital at around 18-20 weeks gestation for the purpose of the anomaly scan.
For many women, there was no formal contact with the community midwife between the initial booking
visit (which in some units was as early as six to eight weeks) and following the anomaly scan.
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5.2  MODELS OF MIDWIFERY CARE AND DESIGNATED PLACE OF DELIVERY
Midwives on a number of sites exercised discretion with regard to the type of care women were offered.
Thus, primiparous women were occasionally excluded from team and mlc schemes because it was
anticipated that their (longer) labours would place an unacceptable strain on community midwives. The
same rationale was advanced for not offering primiparous women the choice of a Domino delivery.
Women were also categorised according to perceived ‘risk’ factors. Women designated as ‘high’ risk
were booked for delivery and/or antenatal care in a consultant unit whilst women designated ‘low’ risk
might be given other options such as booking a Domino delivery or mlc where these schemes of care
existed. A recent study (Campbell 1999) of one geographical region in England highlighted the wide
variation in local definitions of the term ‘low risk woman’ and the poor focus on particular adverse
outcomes; such arbitrary labelling of women by health professionals was similarly noted by the
researchers undertaking this study.
5.2.1 Team midwives
In all units, some form of ‘team midwifery’ was on offer. The size of teams varied and the on-call
arrangements were such that many women interviewed volunteered that they had encountered midwives
at all stages of their care whom they had not previously met.
5.2.2 Integrated midwives
A number of ‘integrated’ midwifery posts, intended to increase continuity of care, had been developed in
some units. Midwives in these posts usually worked one week in the community and one week in the
hospital, occasionally changing their clinical grading (and therefore their salary) as they did so. In an
ideal arrangement, the integrated midwives worked in pairs, within a team, and provided back-up for one
another's caseload. These ideals often failed to materialise, however, because the broad skill base and
situational flexibility of these midwives made them vulnerable to exploitation during times of staff
shortages within the hospital.
5.2.3 Mlc and caseholding midwives
On a small number of sites, some form of mlc and/or caseholding scheme was in operation. In theory,
these forms of care were available to any woman meeting the strict entry criteria set by obstetricians; in
practice, very few women were booked into these schemes.
On at least one site, women could not book for mlc unless they also agreed to a ‘dating’ scan and an
assessment by an obstetrician. It is not possible to generalise further about these models of care
because the definition of such care varied enormously.
5.2.4 Continuity of midwifery care
The smaller maternity units participating in this study appeared to achieve considerably better rates of
continuity of both care and carer than did the larger units. The exception were the tiny numbers of
women booked with caseholding midwives working in the larger units. Considerable variation was noted
with respect to definitions of the term ‘continuity’ as applied to midwifery care and carer.
5.2.5 Variations in models of care
Anecdotal evidence, confirmed through observational work, indicated that considerable variation existed
between different teams of midwives and, indeed, between individual midwives with respect to the options
of care made available to service users. As outcome measures are not available on the basis of individual
performance, however, further comment is not possible.
5.2.6 Women with special needs
There appeared to be no systematic approach to the provision of care for pregnant women with special
needs. That said, the researchers encountered a range of local innovations which included midwives who
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had developed a range of visual aids to assist communication with non English speaking women; a
community midwife who regularly provided antenatal care for pregnant drug users attending a drop-in
centre and midwives who liaised with travelling families or pregnant teenagers.
5.3 MODE OF DELIVERY
5.3.1 The c/s rate for the year ending 1998 was approximately 20-25% for the larger units (over 2,000
deliveries p.a.) and, in most cases, appeared to be rising. Respondents from across the range of
professional groups suggested that breech presentation, maternal request and fear of litigation were
primarily responsible for the increase. No figures were available for planned versus emergency c/s and
nor were the c/s's undertaken for breech presentation always available as a separate figure.
In response to complaints from service users on one site regarding poor post operative care following c/s,
a specially designated ward, with better midwifery staffing, had recently been opened. One of the
researchers noted that this feature of the service was used as a ‘selling point’ during an antenatal
consultation in which a woman was exploring her options for delivery.
5.3.2 The home birth rate  for the year ending 1998 varied between 1-3%. One community manager
attributed the low numbers of women booking a home birth to the fact that there was now considerably
less consumer pressure. This opinion was contradicted by women on most sites, however, who
volunteered that they had never been given an option. A small number of women, who wanted to assess
the experience of midwives facilitating home births, complained that statistics were not available for
individual midwives.
Not all units could distinguish planned from unplanned home births, and neither were the number of
babies born before arrival of the midwife available for all units. A number of women requesting home
births, who were considered ‘unsuitable’ by midwives and/or doctors, received a visit from the supervisor
of midwives (who in some cases was also the community manager). On the majority of sites, women
requesting home births were required to be seen by an obstetrician. On at least two sites such women
were required to undergo an ultrasound scan as a pre-requisite to booking a home birth.
Anecdotal comments indicated that the Domino delivery rate  mirrored the pattern for home births.
Further comment cannot be made as accurate figures were not available.
5.4 SOCIAL CLASS OF SERVICE USERS
Service users covered the full economic spectrum and included poor, inner city communities, those living
on the impoverished housing estates of the Valleys of South Wales and women with considerable
affluence and social status. The problems associated with severe, economic disadvantage such as high
unemployment, homelessness, drug and alcohol abuse, crime and malnutrition affected considerable
numbers of service users. A number of the maternity units also served small populations of travelling
families, some of whom had been unsuccessful in their attempts to secure permanent, local sites.
5.5 ETHNICITY
The population served by all sites was almost entirely Caucasian. This was also the case for service
providers, with the exception of the obstetric staff, a number of whom were of African or Asian origin. The
maternity units in this phase of the study were not located in the areas where Welsh was the
predominant language, although a number of interviews were undertaken in Welsh.
The researchers were informed that an in-house interpreter service was available on a number of sites for
women who spoke neither English nor Welsh although this service was not seen to be accessed by
service providers on any of the occasions where it was observed that there was no common language
between service user and provider. On such occasions, the service providers presumed upon the relative
accompanying the woman to translate for her.
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5.6 SCREENING FOR SELECTED MATERNAL CONDITIONS
Screening for HIV was by maternal request only and women wishing to undergo screening were usually
directed to the local Genito Urinary Medicine clinic. The researchers did not hear any service user
enquiring about screening for HIV although it is also acknowledged that their presence may have had an
inhibiting affect on such enquiries.
At the time the fieldwork was undertaken, many units operated a policy of only offering Hepatitis B
screening to selected women. This policy was under revision as the researchers were leaving the field
because it became a statutory requirement, in April 1999, to offer screening to all women.
Screening for CMV (cytomegalovirus), toxoplasmosis or the haemoglobinopathies was not offered
routinely on any site and the researchers did not often hear these tests being discussed with women
during the course of fieldwork.
5.7 SCREENING FOR FETAL ABNORMALITIES (See also Appendix 4)
5.7.1 Serum screening
Some form of serum screening was available to most women and this was generally in the form of
MsAFP screening for Neural Tube anomalies and for Down's syndrome. Some units were offering  the
‘Double’ (i.e. two biochemical markers) test. The ‘Triple’ (i.e. three biochemical markers) test was
generally only available by maternal request and in the private sector. No woman was heard to request
screening for Down's syndrome and not Spina bifida (or vice versa) but this may have reflected the fact
that information regarding the tests was presented to women as a combined package rather than as
single options.
5.7.2 Diagnostic tests
Amniocentesis was generally offered to all women over the age of 35, to women with a pre-disposing
family history of the condition and to women whose serum screening result was higher than 1:250-300 for
Down's risk (and approximate Spina bifida cut-off was 2.5mm of medium). Women requesting
amniocentesis in the absence of pre-disposing factors were generally accommodated. CVS was not
widely available on the NHS; a number of women interviewed had obtained this test in the private sector.
5.7.3 Screening by ultrasound
The situation regarding ultrasound scanning for fetal abnormalities was more consistent across sites.
The majority of units offered an anomaly scan at around 18 weeks gestation with an uptake of almost
100%. Some midwives and ultrasound practitioners, who worked on sites where routine anomaly
scanning was not available, expressed concern that women were under the impression that the dating
scan served the same purpose.
Nuchal translucency scanning was available on the NHS in a very small number of units; it was also
available within the private sector.
Ultrasound scanning for the purpose of gender identification varied across sites with some ultrasound
practitioners openly disclosing this information and others citing ‘hospital policy’ as the reason for
withholding it. On sites where this service was available, women were generally asked to sign a
disclaimer form.
5.7.4 Variation in screening
Considerable variation in the availability of screening tests was evident between units and, indeed, within
units. The preferences of individual consultants for ‘their patients’ reflected the screening services
available to service users.
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5.8 INTRODUCING THE STUDY TO THE SITES
Prior to the study commencing, members of the research team met with HoMs and senior midwifery
managers to explain the research aims and objectives and the overall design of the project. Information
regarding existing systems for collecting names and addresses for the questionnaire cohorts was also
obtained as were the names of consultant obstetricians and heads of obstetric anaesthetic and
ultrasound departments. The HoMs were also asked to provide lists of the community midwives antenatal
clinics, details of consultant antenatal clinics and local GPs directly involved with delivering antenatal,
and/or intrapartum, care.
The research team then arranged a mutually convenient time with HoMs to formally present the project to
midwives and other health professionals involved in delivering antenatal care, including non NHS
professionals such as antenatal educators and consumer representatives.
A formal letter of invitation confirming these details, together with information sheets about the research
was sent to all HoMs and other key respondents including non NHS professionals known to be involved
in the maternity services. The HoM was also asked to extend an invitation to other interested local
parties with whom she was in contact. Thus, the HoM assumed responsibility for informing maternity
service providers within their local unit about the research. In retrospect, it is acknowledged that this was
an important role and may have resulted in some respondents being less than adequately informed about
the project.
Attendance at the project presentations was extremely variable across all the sites. The sessions were
attended by hospital and community based midwives and, on some sites, a variety of medical and other
personnel. Representatives from consumer groups such as SANDS (Stillbirth and Neonatal Death
Society) and the NCT (National Childbirth Trust) attended on one site, as did clerical staff assisting in
collating the names and addresses for the questionnaire cohort on another site.
Many HoMs and senior midwifery managers confided in the researchers that a primary motivation for
agreeing to participate in the study was the chance of being supplied with leaflets which they wanted but
could not afford to purchase. Many of these midwives, who were working in units which were
subsequently randomised to the control arm of the study, voiced their disappointment when the
allocation was made known.
The project presentations were intended to inform as many health professionals and representatives of
consumer groups as possible about the research and to provide an opportunity for questions to be asked
and concerns to be aired. The researchers also used the occasion to emphasise the importance of
confidentiality to the data collection and the desire to include a wide variety of local opinions.
Respondents were reminded that participation in the research was entirely voluntary and that all data
would be anonymised. The research team reminded the audience that anyone who chose to participate
in the research would be free to withdraw at any time; that they would not be required to give a reason for
doing so and that there would be no repercussions following such decisions.
5.8.1 Networking
On all sites, those attending the presentation sessions were invited to give their names, positions and
contact phone numbers to the research midwives if they felt able to act as a conduit for the purpose of
networking. Participants were reassured that their compliance at this level would not be read by the team
as a willingness to participate in the actual research. Once the difficulties of planning from a distance,
and of networking ‘in the dark’ were explained, many of those attending the presentations generously
supplied these details. This information proved invaluable in facilitating immediate access to key
respondents on all sites once the study was underway.
As the study was conducted at some distance from one of the collaborating universities and because the
majority of the research team had no insider knowledge of the participating sites, they had no option but
to rely on advice from the midwives and other health professionals working on those sites. This inevitably
resulted in some aspects of practice being overlooked as some features of the service were simply
invisible to health professionals who had been in post for many years. Whilst it is not suggested that
such omissions were deliberate, they nonetheless were problematic with respect to the study. For
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example, on some sites, women attended ‘peripheral’ (satellite) clinics for their antenatal care but the
researchers were not initially made aware that these clinics existed. It was suggested that although both
the main unit and the peripheral unit were geographically quite separate, they were not perceived as such
with respect to the delivery of care. (See Chapter 11)
The issue of ‘invisibility’ cut across a number of aspects underpinning maternity care and gave rise to
considerable tensions between individuals; in this instance it appeared to generate feelings of resentment
and inferiority amongst those midwives working exclusively in the peripheral units.
5.9 THE INTERVENTION IN PRACTICE
5.9.1 Arranging the training sessions on the intervention sites
Once randomisation of the participating units had been agreed, arrangements were made for a
representative from MIDIRS to undertake a one-off, routine training session with each of the intervention
sites. Initially, five such sessions were scheduled at times mutually convenient to each of the intervention
sites and to the MIDIRS trainer.
It was necessary to arrange one further training session on one site because the researchers were not
made aware of the existence of a ‘peripheral’ antenatal clinic operating at some distance from the main
unit where considerable numbers of women received their antenatal care. Such was the emphasis placed
on the services provided by the main unit, none of the midwives working in the peripheral unit appeared to
have been informed about the research; neither had any of the staff attended the project presentation nor
the MIDIRS training session. The researchers thus considered this additional session essential to the
introduction of the intervention.
5.9.2 Attendance at the training sessions
Midwives were the main professional group in attendance at the training sessions on all sites but
inevitably, on the majority of sites, only a small proportion of the total number of those employed were
able to attend. See Table 5.1 for the proportion of midwives attending the training sessions on each of the
intervention sites. Whilst individuals and representatives from other groups involved in antenatal care had
attended presentations introducing the research, none were present at the MIDIRS training sessions.
Table 5.1 Proportion of midwives attending the MIDIRS training sessions
Site percentage of the total number of employed midwives







Following the training session, MIDIRS also issued each of the intervention sites with a full set of the
training acetates for use by those staff who were unable to attend the scheduled session. This special
request was made to MIDIRS by the research team in order to create opportunities for further training by
staff on the intervention sites.
5.9.4 ‘Prescribing’ and disseminating the leaflets to women
The training sessions stressed the need for the leaflets to be transferred to women and that this be
documented in the woman's casenotes or co-op card; there was little emphasis on the ‘conscious and
controlled’ use of leaflets and nor was the notion of ‘prescribing’ the leaflets according to individual need
explicated. Midwives attending the sessions were encouraged to agree suitable times during the
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antenatal period for dispensing the leaflets and the majority of sites agreed that the leaflets be divided
into two ‘batches’.
The leaflets which concerned the early antenatal period1 were to be given at the booking visit with the
remainder2 being given at the ‘hospital’ visit (generally between 28 and 32 weeks gestation), or at the
‘birthplan’ visit (usually between 34-37 weeks gestation). The exception was the leaflet on breech
presentation which was to be given to women in the antenatal clinic following confirmation of the breech
by ultrasound. In the event, informed choice leaflets were also often given to women attending parentcraft
classes. There was no noticeable difference in the manner in which community midwives dispensed the
Informed Choice leaflets when they consulted with women in their own homes, compared with antenatal
clinics.
5.9.5 Exceptions to the general arrangements for dissemination of leaflets
There were some exceptions to these general arrangements. On one site, three of the leaflets (screening
for fetal abnormalities, ultrasound scans and place of birth) were posted to women with their hospital
booking appointment and midwives on this site opted to give the second batch of leaflets to women
following their anomaly scan (20 weeks gestation). Three leaflets (screening for fetal abnormalities,
ultrasound scans and epidural in labour) were withheld on one site because health professionals were
concerned lest women be made ‘anxious’ or ‘confused’ as these particular leaflets discussed
interventions which were not locally available.
5.9.6 Concluding the training sessions
At the close of the training session, midwives were encouraged to take a range of the leaflets with them
for their use; some community midwives also collected leaflets for absent colleagues. The MIDIRS trainer
asked that a named midwife from each of the intervention units be nominated to liaise with MIDIRS in the
event of problems arising in the use of the leaflets.
5.9.7 Midwives’ previous knowledge of the Informed Choice leaflets
With the exception of newly qualified midwives and those undertaking further education, it appeared that
very few midwives attending the training sessions had any previous knowledge of the informed choice
leaflets and even fewer had read any of them. This is despite the fact that the leaflets have been in
circulation since 1996, are regularly advertised in the midwifery press and are stocked by many
midwifery libraries. It is also possible that midwives who were familiar with the leaflets did not feel that it
was necessary to attend the training.
Midwives attending the training sessions were observed asking very few questions regarding the contents
of the leaflets or their possible effects on practice. They were, however, most concerned to know where
the leaflets would be stored, when they should be given to women, where the transaction was to be
documented in the woman's notes and how to manage disapproving medical colleagues. Anticipatory
anxiety, lack of curiosity, the need to have explicit directions, a readiness to follow orders, and a
deference towards medical authority, were characteristic features of midwives' behaviour which were to
be observed throughout the research period, on both intervention and control sites. Such patterns of
behaviour may have worked against maximising the benefits of the leaflets for service users.
5.10 THE PRAGMATIC NATURE OF THE STUDY
In keeping with a pragmatic approach, the researchers made no attempt to change, nor deliberately
influence, the way in which information was used or the way in which maternity care was delivered in any
                                                                
1 Ultrasound scans - should you have one? 2  Support in labour
  Alcohol  and pregnancy   Listening to your baby’s heartbeat during labour
  Feeding your baby - breast or bottle?   Positions in labour and delivery
  Looking for Down’s syndrome  and Spina bifida  in
pregnancy
  Epidurals for pain relief in labour
  Where will you have your baby - hospital or home?
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of the participating units. This approach was adopted for the ethnographic phase and continued
throughout the study.
With respect to the Informed Choice leaflets, this meant that providing leaflets were given to service
users, each intervention unit was free to interpret notions such as ‘prescribing’ or ‘disseminating’ leaflets
in any way they wished. In the event, the units generally followed the advice of the MIDIRS trainer and
dispensed the leaflets at two agreed points in pregnancy.
The pragmatic nature of the research also meant that the researchers made no attempt to institute
stock-taking measures, nor keep any records of individual health professionals use of the informed
choice leaflets. Thus, on the occasions when health professionals reported that they had run out of
leaflets earlier than was anticipated by the research team, the units were simply issued with further
supplies. It is acknowledged that in providing  health professionals with a free supply of leaflets, which
they were not required to account for, may have encouraged stockpiling.
It should be noted, however, that monitoring systems to account for leaflet use had not been put in place
on any of the three ethnographic sites where purchase of the leaflets had been locally funded.
5.11 OTHER RESEARCH WHICH INVOLVED WRITTEN INFORMATION
A detailed booklet on antenatal screening had been produced by one Health Authority and introduced
into a number of the study sites just prior to the introduction of the Informed Choice leaflets. It was
originally intended that community midwives would give this locally produced booklet to women at the
booking visit. This practice was revised, however, following criticism from a number of midwives and
obstetricians who were of the opinion that the information was too complex and lengthy.
It should be noted that a number of the units were participating in other national research studies and,
whilst they did not necessarily pose any threat to the study, they nonetheless required time and
attention from busy health professionals.
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Chapter 6: A Description of the Intervention
The intervention consisted of:
1. The full set1 of the MIDIRS Informed Choice leaflets. The five intervention units were
supplied with one set of leaflets for every woman delivering in an eight month period; one
set of professional’s leaflets was also supplied for each midwife. For the purpose of this
study, the woman's version of the leaflet was translated into Welsh.
2. The MIDIRS training session. A representative from MIDIRS visited each intervention unit
and delivered a one-off, two hour training session in the use of the leaflets in clinical
practice (see Chapter 12: The MIDIRS Informed Choice leaflets). Following the session,
each intervention site was sent a set of the materials used in the training for use by staff
who were unable to attend.
                                                                
1 The ‘full set’ of leaflets consisted of ten leaflets on ten discrete topics of maternity care arranged as pairs of
leaflets. One leaflet was designed to be used by the pregnant woman and the other, fully referenced leaflet, for the
health professional. See Appendix 1 for the leaflet titles.
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Chapter 7: Cluster Randomised Controlled Trial of
Informed Choice Leaflets
1 JP Nicholl, KJ Thomas
Medical Care Research Unit and 1Sheffield Health Economics Group,
School of Health and Related Research, University of Sheffield
7.1 INTRODUCTION
7.1.1 Aims
The leaflets under study aim to promote informed choice in maternity care. Informed choice, or evidence-
informed patient choice, has been defined as a decision about health care interventions a person will or
will not receive, where the person is given research-based information about the effectiveness of at least
two alternative interventions and the person provides some input to the decision-making process
(Entwistle et al 1998a). The leaflets aim to enhance the decision-making process rather than to promote
the ‘right decision’. Thus the primary aim of the cluster randomised controlled trial (CRCT) was to measure
the effect of the leaflets on the decision-making process, rather than on the decisions made. In particular:
1. The primary aim of the CRCT was to assess the extent to which women exercised informed
choice. This aim reflects the type of decision-making process which the leaflets intend to
promote, as their title suggests.
2. A secondary aim was to measure the effect of the leaflets on possible components of
informed choice , such as the extent to which women’s information needs were met. This
reflects evidence that people value information while not necessarily wanting to participate in
decision-making (Charles et al 1997).
3. A secondary aim was to measure the possible consequences of informed choice, such as
changes in the choices women make. This reflects evidence that changes in processes can
affect outcomes, for example changes in decision-making processes have been shown to affect
people’s emotional health (Coulter et al 1999). A pilot evaluation of two of the leaflets identified
views on the possible effects of the leaflets (Oliver et al 1996a). Although midwives thought the
leaflet on ultrasound scans would inform women, help with discussions between midwives and
women, and help women to get better care, ultrasonographers expressed concerns that the
leaflet would raise women’s anxiety and reduce the uptake of scans. It is important that any
evaluation can provide evidence either to confirm or refute health professionals’ hopes and fears
for an intervention.
4. A secondary aim was to assess the effects of the leaflets on different sub-groups of
women. There was evidence in the pilot study of two of the leaflets, that women in manual
occupations found the leaflets more helpful than women in non-manual groups (Oliver et al
1996b).
7.1.2 A further aim
It was stated in the original protocol that the leaflets would be evaluated as a set. Had the intention been
to evaluate the individual leaflets, a factorial design would have been necessary. As the questionnaires for
use in the CRCT were developed, it became clear that it was difficult for women to consider informed
choice without considering the individual decisions they made. The set of leaflets has been evaluated by
asking about the topics on which the individual leaflets were based. Thus the study can assess the effects
of the individual leaflets when used as part of the set of ten leaflets.
7.1.3 Objectives
1. To assess the effect of the leaflets on the proportion of women reporting that they exercised informed
choice in their maternity care (the primary outcome).
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2. To assess the effect of the leaflets on components of informed choice, in particular
(i)   women’s knowledge levels of topics covered by the leaflets
(ii)  preferences formulated by women and the strength of those preferences
(iii) the proportion of women whose information needs were met
(iv) the proportion of women who were satisfied with the way choices were made
(v)  the proportion of women whose needs for discussion with health professionals were met
3. To assess the effect of the leaflets on the consequences of informed choice, in particular
(i)   women’s sense of control over their pregnancy and delivery
(ii)  women’s depression and anxiety levels
(iii) satisfaction with care
(iv) use of health services
(v)  information-induced anxiety
(vi) stillbirths and deaths in the first week of life.
4. To assess the effect of the leaflets on sub-groups of women, in particular sub-groups defined by




(v)  decision-making style
7.1.4 Hypotheses
The leaflets will be deemed effective if they increase the proportion of women reporting that they exercised
informed choice in their maternity care. They will be deemed partially effective if they improve women’s
knowledge of issues about which they have had to make choices, or help women to formulate strong
preferences for particular options, or meet their information needs, or ensure they are offered choices, or
allow them to have enough discussion with health professionals. Changes in any of these aspects of
informed choice might have the beneficial effects of making women feel more in control of their care,
improve women’s emotional health, increase their satisfaction with their care, or the detrimental effect of
inducing information-related anxiety. Finally, increases in informed choice may change demand for




A pragmatic cluster randomised controlled before-and-after trial was undertaken, clustered at the
maternity hospital level.
The trial was pragmatic,  with the comparison of the set of leaflets with usual care. No attempt was made
to direct the use of the leaflets beyond the usual training provided by MIDIRS. It was possible that usual
care might include some women seeing the leaflets under study because individual midwives throughout
the UK have purchased them. It was likely that usual care would include women seeing other leaflets
usually available in hospitals.
A cluster randomised controlled trial was undertaken, with maternity hospitals as clusters. It was felt
that there was a risk of contamination in a traditional randomised controlled trial (where randomisation
occurs at the individual person level), with women in the intervention arm possibly sharing leaflets with
women in the control arm. Additionally, it was felt that the leaflets might operate at a hospital level,
possibly bringing about changes in hospital policy or changes in the way midwives facilitated informed
choice. The cluster design is particularly widespread in the evaluation of non-therapeutic interventions
such as educational programmes. Guidance on undertaking this methodology, which was available to the
research team as work-in-progress, was followed throughout the trial (Ukoumunne et al 1999).
A before-and-after design was used because it was felt that the level of informed choice might be
different in each maternity hospital and that it was important to measure change over time in the
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intervention units compared with the control units after the intervention had been operating for a specified
time period.
7.2.2 Randomisation
Thirteen maternity hospitals in Wales, which had not already purchased the leaflets, were approached by
members of the research team in the University of Glamorgan. All thirteen agreed to participate in the trial.
Some hospitals shared medical or managerial staff with other hospitals in the study. Such hospitals were
treated as one cluster.
There were ten clusters for randomisation. These were divided into five pairs principally on the basis of
size; two units were further paired based on local knowledge of the deprivation level of their catchment
populations. This pairing was undertaken to ensure that the numbers of women allocated to the
intervention and control groups would be roughly equal and that the populations in these groups would be
roughly comparable. The clusters were not matched using any variable known to be related to informed
choice.
The ten clusters were anonymised and the statistician (SJW) randomised one member in each pair to the
intervention group and the other member of the pair to the control group. This allocation was undertaken
by the statistician whose only role was to analyse the data and was undertaken blind to the identities of
the hospitals. The code was broken by the statistician and the CRCT co-ordinator (AOC). The CRCT co-
ordinator informed MIDIRS about the identities of the intervention sites.
7.2.3 Measuring outcomes: the questionnaires
The majority of study outcomes relied on measuring women’s perceptions of decision-making processes
and their reporting of outcomes; these were collected by postal questionnaire. Some of the leaflets related
to decisions made in antenatal care and thus an antenatal questionnaire was developed to focus on these
decisions only. Other leaflets related to intrapartum and early postpartum care and a postnatal
questionnaire was developed to focus on these decisions only. See Appendix 2a for copies of the
questionnaires used.
7.2.3.1 The antenatal questionnaire
An antenatal questionnaire was designed to cover four decisions which women may face during early
pregnancy and which are covered by the Informed Choice leaflets:
· whether or not to have ultrasound scans;
· whether or not to have a screening test for Down’s syndrome and spina bifida in the baby;
· whether to have the baby in hospital or home;
· whether or not to drink alcohol during pregnancy.
 
 This questionnaire was sent to women at 28 weeks gestation because it was felt that women would have
faced these decisions by this stage of their pregnancy.
 
 7.2.3.2 The postnatal questionnaire
 
 A postnatal questionnaire was designed to cover five decisions which women may face during labour,
delivery and postnatally and which are covered by the Informed Choice leaflets:
 
· who to have with them during labour;
· which kind of monitoring to have in labour to listen to the baby’s heartbeat;
· what positions to use during labour and delivery;
· whether or not to have an epidural;
· whether to breastfeed or bottle feed.
 
 The questionnaire was sent to women eight weeks after the birth of their child. The Informed Choice leaflet
about breech babies was not covered fully in the postnatal questionnaire because it was relevant to a
small proportion of women only. A limited number of questions were asked about breech presentation.
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 7.2.3.3 The development and piloting of the questionnaires
 
 As far as possible, the questionnaires were developed based on instruments used in other studies.
Questions about informed choice and the components of informed choice were developed based on the
qualitative research in the ethnographic sites. The language women use and understand, and the difficulty
of devising questions around informed choice which women felt were relevant to them was identified. For
example, some women did not perceive that ‘choice’ was an issue around alcohol consumption, or that
choice existed for having ultrasound scans. The tick-box options to questions were worded to reflect this
difficulty. The questionnaire was then piloted face-to-face with women, resulting in further refinements. For
example, some questions about informed choice and alcohol consumption were removed from the
questionnaire because women found them frustrating. When a suitable questionnaire was developed, a
postal pilot was undertaken with approximately 200 women in a local hospital. One mailing, without
reminders, resulted in a response rate of 57% (47/82) to the antenatal questionnaire and 45% (43/96) to
the postnatal questionnaire. Minor changes were made to the questionnaires based on this pilot.
 
 7.2.3.4 The questions used in the questionnaires
 
 The primary outcome measure was the proportion of women answering ‘yes’ to the following question:
 
 Did you have enough information and discussion with midwives or doctors to make a
choice together about all the things that happened during your care: yes, partly, no,
there was no choice, did not apply.
 
 Other questions included the use of and helpfulness of Informed Choice leaflets, women’s knowledge
levels of topics covered by the leaflets, preferences, strength of preferences, whether they had enough
information, satisfaction with the amount of information received, satisfaction with the way in which
choices were made, whether they had as much discussion with health professionals as they wanted,
control, the Edinburgh Postnatal Depression Scale, the short-form Spielberger’s State Anxiety Inventory,
satisfaction with care, and actions taken by women/use of health services. Details of the source of
questions used in the questionnaires are in Appendix 2b.
 
 7.2.3.5 Free text comments
 
 In addition to tick-box questions about satisfaction with services, women were asked to describe in their
own words anything they were particularly satisfied with and anything they were particularly dissatisfied
with during their care. The analysis of free-text comments made by women is reported in Chapter 8 of this
report.
 
 7.2.4 Measuring outcomes: routine data
 
 The intervention took place over the last eight months of 1998. Routinely available data were available for
the year before the intervention and the year including the intervention to compare the occurrence of
adverse events. The following data items from the All Wales Perinatal Survey and Confidential Enquiry into
Stillbirths and Deaths in Infancy Annual Reports for 1997 and 1998 were compared:
 Number and rate of stillbirths by intended place of birth
 Number and rate of early and late neonatal deaths by intended place of birth
 
 7.2.5 The samples
 
 A postal questionnaire was sent to four cohorts of women in each of the ten clusters of randomisation.
Two cohorts were studied before the intervention commenced: an antenatal sample and a postnatal
sample. Two cohorts were studied when the intervention had been in progress for eight months: an
antenatal sample and a postnatal sample.
 
 7.2.5.1 Antenatal sample
 
 In each hospital, women estimated to have reached 28 weeks gestation during a six week period in
March/April 1998 (BEFORE intervention) and an eight week period in February/March 1999 (AFTER
intervention) were identified. The intention had been to identify a six week cohort after the intervention as
well as before. However, because fewer than expected women had been identified in the BEFORE period,
Chapter 7: Cluster Randomised Trial of Informed Choice leaflets 37
this was extended to an eight week cohort in the AFTER period in order to maintain the power of the
study. Women in the AFTER cohort were most likely to receive the leaflets in months six and seven of the
intervention.
 
 Identifying women was a difficult process because only three hospitals had adequate computer systems
which could identify the samples. For the other nine hospitals, midwives and clerks in antenatal clinics in
hospital and the community identified women at their booking appointment who would reach 28 weeks
gestation during the study period. In one hospital in both periods, women were sent a letter by the hospital
management, giving them the option not to have their names forwarded to the research team. In another
hospital in both periods, staff asked women at their first scanning appointment for their permission to be
sent a questionnaire.
 
 Women were included if they received antenatal care in any setting from midwives attached to each
hospital. The questionnaire was posted to women as they reached 28 weeks gestation.
 
 7.2.5.2 Postnatal sample
 
 In each hospital, women who delivered live babies during a six week period in January/February 1998
(BEFORE intervention) and during a six week period in December 1998/January 1999 (AFTER
intervention) were identified. Women in the AFTER cohort were most likely to receive the leaflets in
months seven and eight of the intervention.
 
 In the BEFORE period, Child Health computer records were used as a sampling frame for ten hospitals;
hospital and home delivery registers were used in two hospitals where Child Health did not allow access
to their databases. In the AFTER period, Child Health computer records were used as a sampling frame
for one hospital and hospital/home delivery records were used in the other eleven hospitals. This change
was instigated because Child Health records are addressed to the parent of the child. In the BEFORE
study higher response rates were received from hospitals where hospital records were used as a source of
names and addresses. In one hospital in both periods, women were sent a letter by the hospital
management, giving them the option not to have their names forwarded to the research team. Women





 Women who lived in areas outside the catchment area of the hospital and women living in areas where
antenatal care was provided by midwives from other hospitals were excluded. Attempts were made to
exclude women under 16 years old from the samples for ethical reasons. Women who had suffered a
miscarriage and women whose baby had died or was known to have been very ill in the neonatal intensive
care facilities were excluded.
 
 7.2.6 Posting the questionnaires
 
 Questionnaires were posted to women by second class mail with a reminder at three weeks and a second
reminder three weeks later. The intention had been to send only one reminder to the antenatal sample
because of the workload involved in checking that women in the sample had not miscarried over the postal
period. However, the response rate was not acceptable after the first reminder and a short questionnaire




 It is recommended that when the number of clusters per group is less than ten, a cluster level analysis
should be undertaken. For analysis at the cluster level, individual level data are summarised at the cluster
level. In this study, this resulted in ten summary data points for each outcome variable, five for intervention
clusters and five for control clusters. The change between the BEFORE survey and the AFTER survey in
the intervention sites versus change in the control sites was of interest. To illustrate, the proportion of
women who reported that they exercised informed choice in each cluster was calculated for BEFORE the
intervention. The proportion of women who reported that they exercised informed choice in each cluster
was calculated for AFTER the intervention. The change which occurred in each cluster was calculated,
resulting in ten data points. The mean of the changes in the intervention clusters were then compared with
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the mean of the changes in the control clusters. The t-test was used to compare these means. Multi-level
modelling (MLM) was undertaken, unadjusted and adjusted for covariates. See Appendix 2c for sample







 All large hospitals in Wales, which could be included, agreed to participate in the study. The numbers of
women identified for inclusion in the postnatal surveys were similar to the numbers expected; however,
numbers were lower for the antenatal surveys, at 81% of expected numbers. By nature of the sampling
method, women making contact with the service later than 24 weeks in pregnancy were not included.
There was evidence of an over-representation of first-time mothers in the antenatal samples.
 
 The overall response rate to the surveys was 64% (6452/10,070). The response rate was lower from
women in manual social classes and minority ethnic groups. See Appendix 2d for details of the
representativeness of the sample.
 
 7.3.2 Baseline characteristics
 
 Socio-demographic variables of women in the BEFORE surveys were compared for intervention and
control sites at the cluster level (Table 7.1). There were no statistically significant differences between the
intervention and the control arms.
 
 Table 7.1: Socio-demographic variables at baseline. Percentages unless otherwise stated.
 
  Antenatal   Postnatal  







 Mean age of woman in years (SD)  27.3 (1.07)  27.6 (0.66)  27.9 (0.40)  28.4 (1.02)
 Mean age woman left full-time
education (SD)
 17.5 (0.29)  17.6 (0.47)  17.6 (0.28)  17.7 (0.56)
 % manual  - women









 % minority ethnic   2%   2%   3%   2%
 % women in paid work  58%  58%  48%  49%
 % first time mothers  46%  46%  44%  45%
 Mean number of weeks pregnant on
completion of q’re (SD)
 29.4 (0.60)  28.3 (2.02)  -  -
 Mean age of baby on completion of
q’re (SD)
 -  -  10.2 (0.37)  10.5 (0.59)
 
 
 7.3.3 The leaflets: distribution, views, and influence
 
 Before assessing the effectiveness of the leaflets, it may be useful to assess the potential of the leaflets
to have an effect. In order for the leaflets to directly affect women, women must receive at least one of the




 Approximately 40% of women reported that they had been given at least one of the Informed Choice
leaflets before the intervention, in both intervention and control sites. This may not reflect actual use of
Informed Choice leaflets because the qualitative research showed that women may not distinguish
Informed Choice leaflets from other leaflets available in maternity care. That is, the Informed Choice
leaflets were entering an environment where leaflets were already widely used.
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 Approximately 70% of women reported that they had been given at least one of the Informed Choice
leaflets after the intervention, in the intervention sites. Because of the difficulty in distinguishing Informed
Choice leaflets from other leaflets, we cannot calculate the increase in the proportion of women who
received the intervention; however, we can say that there was an increase in use of Informed Choice
leaflets in between approximately 30% and 70% of women. Some increases in leaflet use occurred in
some control sites: three control sites introduced a screening leaflet during our study and one introduced
an ultrasound scanning leaflet. See Appendix 2e for details.
 
 Postnatally, younger women and primiparous women were more likely to report that they were given at
least one of the leaflets: 84% of younger mothers compared with 71% of older mothers, and 84% of first
time mothers compared with 68% of multiparous women.
 
 7.3.3.2 Helpfulness of Informed Choice leaflets
 
 The vast majority of women found the leaflets very helpful or helpful, varying between 92% and 99% for
individual leaflets.
 
 7.3.3.3 Influence of leaflets
 
 Women reported many influences on what they wanted during their care, with more women influenced by
health professionals, family or friends and their own experiences than by leaflets. That is, the Informed
Choice leaflets were entering an environment where there were many influences on women. Antenatally
28% of women and postnatally 13% of women were influenced by leaflets prior to the intervention. There
were no statistically significant changes in the proportions of women influenced by leaflets over time. See
Appendix 2e for details.
 7.3.4 Informed choice
 
 Prior to the intervention, approximately half of women felt that they had exercised informed choice overall
in their maternity care (Table 7.2). The minimum clinically important difference was considered to be a ten
percentage point increase. There was no statistically significant change over time in intervention sites
compared with control sites either antenatally or postnatally.
 




     %                 %
 Postnatal
 Intervention Control
      %               %
 BEFORE     52                 56      58               51
 AFTER     57                 60      59               57
 CHANGE       5                   4        1                 6
 DIFFERENCE       (cluster level)
     95% confidence interval
          T-test
          Wilcoxon
          Analysis of covariance
   1









   
 DIFFERENCE     (MLM unadjusted)









 DIFFERENCE      (MLM adjusted)+










 +adjusted for woman’s age, educational status, parity, decision-style preference
 
 
 Given that this was the primary outcome of the study, further analysis was undertaken by site and
individual leaflet. A ten percentage point increase, or higher, occurred in two intervention sites antenatally
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(Figure 7.1) and no intervention sites postnatally (Figure 7.2). There were no statistically significant
changes for individual leaflets (Figure 7.3).
 
 Figure 7.1: Percentage point change in the proportion of ANTENATAL women exercising
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 Figure 7.2: Percentage point change in the proportion of POSTNATAL women exercising
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 To determine whether the lack of change in the primary outcome was due to the wording of the question
we used to measure informed choice, we analysed another question about women’s involvement in
decision-making overall. Women were asked to describe the role they preferred to take and the role they
actually took in decision-making overall in their maternity care. Women who made choices, made them
after seriously considering the midwives’ and/or doctors opinion; those who shared responsibility for
making choices were classified as ‘active’ in the decision-making process. Prior to the intervention,
approximately three quarters of women said that they took an active role in decision-making overall (Table
7.3). There was no statistically significant change over time.
 
 
 Table 7.3: Percentage of women who reported taking an active role in decision-making
 
  Antenatal
 Intervention    Control
     %                     %
 Postnatal
 Intervention    Control
     %                    %
 BEFORE     80                     81    74                     69
 AFTER     85                     85    73                     72
 CHANGE       5                       4     -1                       3
 DIFFERENCE       ( cluster level)
     95% confidence interval
          T-test
          Wilcoxon
          Analysis of covariance
   1











 7.3.5 Components of informed choice
 
 The components of informed choice studied were women’s knowledge levels of topics covered by the
leaflets, preferences, strength of preferences, whether they had enough information, satisfaction with the
amount of information received, satisfaction with the way in which choices were made, and whether they
had as much discussion with health professionals as they wanted. Some of these components were
assessed for maternity care overall (Table 7.4). For postnatal women, there was an overall increase of
0.24 points on a ten point knowledge score. This was no longer statistically significant when adjusted for
women’s age, educational status, parity and decision-style preference. There were no other statistically
significant changes in the components of informed choice overall.
 
 
 Table 7.4: Changes in the components of informed choice
 
















      0.24        -0.02   0.27     0.19        -0.05  0.24*
 %Enough information
 
      4       2  1     1    4  -3
 %Satisfied with information
 
      6        3  3     4        4  0
 %Satisfied with making
choices
 
      4        3  2     -1       3  -5
 %Enough discussion
 
      6        2  4     0        5  -5
 * p<0.05 at cluster level
 Change= change between BEFORE and AFTER surveys
 Difference = difference between changes in intervention and control sites
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 Women’s preferences and strength of preferences were assessed for each decision point covered by the
leaflets. There were two statistically significant changes over time. There was an 11 percentage point
reduction in the proportion of women wanting a screening test for Down’s syndrome and spina bifida in the
intervention sites compared with control sites when the leaflets were in use. This was statistically
significant with the multi-level modelling, adjusted for parity, woman’s age, educational status and
decision-style preference. However, the change consisted of a reduction of seven percentage points in the
intervention sites and an increase of five percentage points in women wanting tests in control sites. In
addition, there was a statistically significant increase of eight percentage points in the percentage of
women feeling very or quite strongly about their preferences for positions to adopt during labour and
delivery in the intervention sites compared with the control sites. This was no longer statistically
significant with a multi-level model adjusted for parity, woman’s age, educational status and decision-style
preference. Further details are in Appendix 2f.
 
 7.3.6 Consequences of informed choice
 
 The consequences of informed choice studied were control, emotional health, satisfaction with care,
actions taken by women/use of health services, information-induced anxiety and stillbirth rate. Some of
these consequences were assessed for maternity care overall (Table 7.5). There were no statistically
significant changes over time.
 
 
 Table 7.5: Changes in the consequences of informed choice
 









 Intervention   Control
 Difference at
cluster level
 %In control of what happened
 
      1      0  1      -1     2  -4
 %In control of staff
 
      1     0  1      -3     0  -4
 Mean depression score
 
     -0.40 -0.58  0.18      -0.20          -0.17  -0.37
 Mean anxiety score
 
      0.32  -1.10  1.42     0.08             0.77  -0.69
 %Satisfied with care
 
      6   1  4      -2   3  -5
 * p<0.05 at cluster level
 Change= change between BEFORE and AFTER surveys
 Difference = difference between changes in intervention and control sites
 
 
 Actions taken by women and their use of health services were assessed for each decision point covered
by the leaflets. There were two statistically significant differences between intervention and control sites.
First, there was a reduction in the proportion of women having screening tests for Down’s syndrome and
spina bifida in the baby. The reduction of 4% in intervention sites occurred alongside an increase of 6% in
control sites. That is, the statistical significance of the change was dependent upon a reasonably large
change in the opposite direction in the control sites. Multi-level modelling adjusted for covariates at the
individual level gave a p-value of 0.06. The second significant difference was about where women planned
to have their babies: there was a 2% reduction in the proportion planning to have hospital births in the
intervention sites compared with no change in the control sites. This small difference was statistically
significant because of the lack of variability between hospitals. It was not statistically significant in an
adjusted multi-level analysis. Service usage is explored further in the economic study (Chapter 9).
 
 There were no statistically significant changes in the proportion of women reporting that information they
received made them more anxious or in the stillbirth rate. Further details are in Appendix 2g.
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 7.3.7 Changes in informed choice and knowledge for different sub-groups of women
 
 Changes in outcomes may have occurred in some sub-groups of women only. Changes in overall ability to
exercise informed choice and overall knowledge were studied by age group, parity, woman’s social
occupation, educational status and decision-style preference using multi-level analysis. There were no
statistically significant changes over time. Further details are in Appendix 2h.
 
 7.3.8 Focus on each leaflet
 
 Outcomes were assessed for each leaflet and are summarised in Appendix 4. Approximately 100
statistical tests were undertaken on outcomes and thus we would expect five significant differences to
occur by chance alone. Multi-level analysis was undertaken on outcomes which were statistically
significant or close to significance with the cluster level analysis. Only two changes remained significant
with an adjusted multi-level analysis. These were the change in preference for screening tests which has





 The lack of effect of the intervention was not due to limitations in the CRCT. Measuring a concept such as
‘informed choice’ is a complex undertaking, and the question used to assess informed choice may be
open to criticism. However, a different question showed the same lack of effect. ‘Ceiling effects’ were not
operating. That is, baseline values for our outcomes were sufficiently low to allow room for improvement.
Contamination between sites did not account for the lack of effect because the size of changes in
outcomes which occurred in the intervention sites were small before they were adjusted for changes which
occurred in control sites.
 
 There was some bias in the data collected, with under-representation from women from minority ethnic
communities and manual occupations. The pilot study of two of the informed choice leaflets (Oliver et al
1996b) found that women from manual social classes might benefit more from the leaflets than women in
other social classes, suggesting that the CRCT might have underestimated the true effect of the leaflets.
However, there was little evidence in our sub-group analyses that the effect of the leaflets differed by social
class and thus this bias was unlikely to have affected the conclusion of the CRCT. Smaller numbers of
women were recruited to the study than originally planned and the number of clusters were reduced from
twelve to ten. However, because the intraclass correlation coefficient was smaller than estimated, the
power of the study remained high. There were some small differences between intervention and control
sites and in the ‘before the intervention’ and ‘after the intervention’ surveys in terms of the types of women
who responded. However, these differences were adjusted for in the multi-level modelling. The time of the
year when women were surveyed differed. The effect of timing of the before and after surveys was unlikely
to produce seasonal effects because, in the before survey, the antenatal cohort reached 28 weeks
gestation in March/April and the postnatal cohort delivered their babies in January/February. In the after
survey, the antenatal cohort reached 28 weeks gestation in February/March and the postnatal cohort




 7.5 SUMMARY POINTS
 
· Approximately 70% of women in the intervention sites reported that they had been given at least one
of the Informed Choice leaflets after the intervention commenced.
 
· The vast majority of women found the leaflets helpful.
 
· The leaflets operated alongside other influences on women’s preferences, such as health
professionals, family and friends, and leaflets other than Informed Choice leaflets.
 
· There was no evidence that the leaflets had an effect on informed choice.
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Chapter 8: Free Text Analysis of Comments Written
on the Informed Choice Leaflet Questionnaires
D Mead, L Moseley
School of Nursing and Midwifery, University of Glamorgan
8.1 OUR TASK
On the questionnaire there were questions which invited women to write in their own words any comments
which they had to make, particularly about anything which they had been particularly satisfied with or
anything which they had been particularly dissatisfied with. The task which we were given was to analyse
those hand-written comments (actually transcriptions into machine-readable form of them provided to us),
and to see whether they indicated any levels or changes which were relevant to the hypotheses.
1. There would be a larger increase in the intervention sites than in the control sites in the proportion of
comments mentioning choice and information, i.e. the topics would become of more interest to
women in the intervention sites, however positive or negative their experiences. This would be
interpreted as meaning that the intervention had raised consciousness of the issues with which the
study was concerned.
 
2. There would be a larger increase in the intervention sites than in the control sites in the proportion of
comments making favourable mentions in the choice and information categories, i.e. women in the
intervention sites would report positive experiences about those categories. This would be interpreted
as meaning that the intervention had produced results of which the women approved.
Of course, women wrote about many things. Apart from the themes of Choice/Control and Information
(which we had to use because of the study design), two others figured largely in the comments. These
were:
Personality and competence of staff
Organisation of the service
We give examples later of what went into these two categories. They are necessary because we need to
know the proportionate (not absolute) distribution of responses between categories. Suppose that women
had increased their number of comments about, say, Choice/Control in the intervention sites.  If they had
also increased their number of comments about, say, Service Organisation to an even greater extent, to
report the finding about Choice/Control on its own would have been misleading.
The dangers of undertaking any analysis of such free-text analysis are well known, although not always
acknowledged. There is the danger of unchecked, and often uncheckable, personal bias creeping into the
analysis, so that the reader (and even other members of the research team) has to take on trust what the
researcher reports. One would wish in an ideal world (a) to make one’s preconceptions open and
accessible to others, and thus (b) to make the process repeatable.
Conventionally any coding of such free-text data is either done by hand, is carried out using a computer,
but not using the automated programming facilities which a computer can offer. In both cases, one usually
works to common conventions. Ideally, the coding should be done twice  by different coders, preferably
working blind, i.e. the second coder does not know how the first coder has allocated values to different
fragments of text. This gives a check on reliability. It is, however, very time-consuming and therefore
expensive. In many reports it is not mentioned, and therefore it remains unclear whether or not any
reliability check has been undertaken.
8.1.1  A novel approach: automated coding
A more novel approach, which we have adopted with success in two previous studies, is to try to
automate the process. Details are given in (2), but we include a brief summary here. It starts from the fact
that free text data are today normally stored on a computer, and are thus available for a wide variety of
searches, some of which can be automated.
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One decides which words, phrases, or other fragments of text would be used by respondents if they were
trying to express particular concepts. So, for example, if a respondent is talking about Choice/Control,
they might use fragments such as chose, choose, choice, control, decide, decision, etc. A respondent
who is talking about Service Organisation might use fragments such as appointment, waiting, late,
unreliable, etc.  One’s computer program then searches in the database of text utterances, locates such
fragments, and for each occurrence allocates the associated concept code automatically. In practice, it
adds a record to a new table, and that record contains the statement, the term which has been matched,
and the associated category code. This means that if a statement contains several themes, several
records may be appended. This handles the usual problem of what to do when people make several points
in one utterance. There is more to it than this, but that brief description provides the essence. Once the
system has been set up, the whole process can be done automatically with no subsequent human
intervention.  This means that
· The fragments and their associated codes are readily available and are open for inspection
· If they are thought to be inadequate, they can easily be changed
· If a new concept emerges (a common feature of content analysis) one normally has to review all the
previous codes. With automated method, one merely adds the new concept and its associated
fragments and re-runs the program.
This matters when the data to be analysed contain many thousands of statements by respondents (as in
the current case). Not only is conventional analysis very time-consuming, but the degree of concentration
required means that many mistakes will be made – often even more than will occur with an automated
approach.
8.1.2  Some decisions
Moving to automation involved several decisions. Many of the statements were very general.  In response
to the question asking what the respondent was particularly satisfied with, an answer such as “Everything”
should clearly be coded Positive, and would be useful if the study was mainly about patient satisfaction in
general.  However, it does not tell one anything about Who, Where, What, etc the respondent was
particularly satisfied with. It tells one neither what the respondent is satisfied with, nor the context of that
satisfaction. It clearly does not tell us much about the success of the leaflets in influencing attitudes to
information and choice. The situation is similar, if one gets such a general response to the dissatisfaction
question. It also applies if they reply with “Nothing”. Even when one of the dimensions is mentioned, it is
difficult to extract any information of relevance to the study. If a respondent writes “The staff were all very
good”, what does one make of that ? Such statements made up 37% of those made in the antenatal data,
and 32% in the postnatal data. We therefore decided to count and report such cases, but not to include
them in totals when calculating any effect of the leaflets on aspects of direct relevance to them.
Secondly, we had to reduce the number of categories to those needed for the current study, rather than
the many dozen which we could have used if the approach of allowing categories to emerge from the
entire data set to be adopted.  We decided to amalgamate and report under 4 headings:
8.1.2.1 Information
This could be both positive and negative e.g. “they answered all my questions”, “I didn’t know what was
going to happen”, ”despite what I had read, they still wanted to do..”, ”the doctor explained everything”.
8.1.2.2 Choice/Control
Again this could be both positive and negative e.g. “they wouldn’t even listen to the idea of a home birth”,
”they respected my wishes”,  “I felt in control the whole time”.
8.1.2.3 Personality and competence of staff
This is when members of staff are singled out for praise or criticism, but not on grounds covered elsewhere
e.g. “she was very nice”, ”she shouted at me and told me to push”, ”she did not know about……….”
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8.1.2.4 Service provision and quality (Service Organisation)
This covered matters such as staff availability or shortages (“they’re only a phone call away if I need
them”), continuity (“I’ve seen 8 midwives so far”), timing (“you have to wait for 2 hours for a 2 minute
consultation”, “they take 6 weeks to get the test results back to you”) inter alia.
The nature of the study forced us to use the concepts of Choice/Control and of Information. Some
comment on the use of the other two categories is needed. The inclusion of the two major emergent
categories of Personality and Service Organisation was vital. Without them, the results on Information and
Choice/Control would have lacked context, and would have been grossly misleading. To have reported that
our respondents wrote quite a lot about choice and control if we did not at the same time report that they
wrote even more about the competence of their midwife or the problem they had in getting test results in a
reasonable time period, would have misled the reader.
For each of these 4 categories we had to develop a list of search terms. The questions surrounding this
process are covered in reference 2. In that study we found a concordance of 90% between the
computerised automated coding and independent manual codings made by two independent and
experienced nurse researchers.
8.1.3  Debiasing
All of the early work, both in developing the coding framework, in doing the reliability checking, and in
correcting for the problems raised, were done without amalgamating the statement details with the details
of whether they came from an intervention or a control site. Indeed, we completed all of the coding before
we linked the site data into the tables of statements. Hence, it was impossible for us to be influenced by
knowledge of which site particular statements came from. Thus, we hope that the coding is independent of
the study design.  If we coded a particular statement as being, say, a negative comment on information,
we did not know whether it was made by a woman from an intervention site or from a control one. Such a
process is one equivalent, in a qualitative study, of the blinding which is a major feature of quantitative
studies.
Using this approach in the current study meant that we could not have influenced the results, even had we
wanted to do so, and thus prevented a common source of bias.
8.2  RESULTS
8.2.1  Response rates and their effect
For the two antenatal groups combined, the percentage of questionnaire completers who had free-text
comments recorded was 57. Given that this figure was based on a 100% which consisted only of those
who chose to answer the questionnaire in the first place, the fact that the study started with a random
sample does not mean that it achieved a random sample. To demonstrate such representativeness, it
would be necessary at least to show that those who did not volunteer responses were similar in important
respects to those who did so volunteer. For all we know the 43% who did not write anything may have
been wildly enthusiastic about the leaflets, uncomprehending, or could not care less.
For the two postnatal groups combined the comparable figure was 77%. We can only speculate as to the
reasons for this difference. Our suspicion is that labour and birth offer such a vivid experience, with
occurrences (medical decisions, choice of delivery methods, monitoring, posture, pain relief, choice of
feeding methods) which are different from everyday life, that there is simply more to talk and write about
after such an experience. We stress that this is a suspicion, not a demonstrated fact. Nonetheless, the
postnatal groups were much more likely than were the antenatal groups to write something, whatever that
something was.
It is legitimate to count and to tabulate each of the categories of themes volunteered by the respondents
because that shows what the respondents thought. However, given the high non-response rates it is not
legitimate to generalise those finding to a wider population. Therefore, we present tabulations for the
achieved sample, but do not test for significance, as the non-response was likely to be a greater source of
error than any random effects which significance testing is intended to handle.
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8.2.2  Topics which were salient to the respondents
The topics to which people paid attention, whether in a positive or negative way, gives an indication of the
salience of those topics. If the leaflets had had an effect, one might expect intervention site respondents
to talk more about choice and information in the post-test than in the pre-test period, compared to control
site respondents. Had such a propensity been observed, it would have supported the first major
hypothesis. (that in intervention sites, the salience of choice and information would increase, with no such
increase in the control sites) Data on this issue are given in Appendix 9, tables 2-4, together with a brief
explanation of how the tables should be read.
Table 8.1: Salience of categories. The percentage of identifiable themes, broken down by main
category and by intervention (I) or control (C ) group
Category Group Antenatal Antenatal Postnatal Postnatal
Pre-test Post-test Pre-test Post-test
Choice/Control I 10.6 10.4 16.4 15.6
C 11.3 12.6 17.4 18.0
Information I 37.2 33.9 28.9 31.3
C 35.7 31.5 28.5 27.9
Personality & I 18.5 33.9 30.4 35.3
Competence C 20.8 29.3 31.6 34.6
Service I 33.7 21.7 24.3 17.8
Organisation C 32.2 26.6 22.6 19.5
In the pre-test period, antenatal respondents in both intervention and control groups wrote a lot about two
major categories of themes: Information and Service Organisation. There was almost no difference
between the intervention and control groups in the proportions of themes falling into these categories.
Comments about the personality and competence of staff, came third, with Choice/Control a long way
behind in fourth place.
For the postnatal group in the same period, the rank ordering was slightly different. Comments on
Personality ranked first, very closely followed by Information. Service Organisation was relatively close
behind and once again Choice/Control was a long way behind in fourth place.
For the main question of the study, the initial results for both the antenatal and postnatal groups indicate
that the question of Choice/Control was not a major issue in the minds of the women. However,
Information was, by a factor of two or three. This suggests that any future conceptual framework
should clearly distinguish the two. Women appear to want to know the facts about their pregnancy
even if most of them are not particularly concerned about who makes the final decision about possible
clinical and other actions. Given the salience of Personality & Competence and Service Organisation, one
might well do more to improve the perceived experience of women by implementing targeted staff training
or selection policies, or by doing something about delays in appointments or the delivery of test results,
than by concentrating attention and effort on the concepts of choice and control.
The differences on pre-test between the antenatal and postnatal groups were noticeable, if not dramatic.
Although Choice/Control was the smallest category for both groups, it was some six percentage points
higher in the postnatal group. For the Personality category, the postnatal group was some 12 percentage
points higher. This was reflected in the fact that for the postnatal group, the Service Organisation element
was some 10 percentage points lower, and Information some 7 points lower. It should be stressed that,
whatever the pre- post test movements were, Choice/Control still remained the least frequently mentioned
category.
An important comparison is that between the intervention and control groups. Of the eight possible
comparisons between the intervention and control groups at pre-test, the largest difference between the
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two groups was 2.3 percentage points. (Personality category, Antenatal group), which is dramatically
lower than we obtained with experiments using manual coding (where we found differences of up to 40%
due to coder variability). This remarkably consistent performance should give confidence both in the
success with which the random sampling was done, and in the efficacy of the automatic coding which
was undertaken. When you have a large group of undifferentiated women allocated at random to
intervention or control status and their statements are coded automatically, it would have been
unsurprising if the differences had been large. The fact that they turned out to be so small is very
encouraging, and suggests that the automatic method adopted does capture a lived reality.
8.2.3  Changes over time in salience
The coding was undertaken at two points in time for each group. Indeed, a major purpose of the exercise
was to see whether there was a change in the distribution of categories between the original and follow-up
measures. If the leaflets had an effect, one would expect the proportion of responses in the intervention
group to move from the Personal and Service Organisation categories towards the Choice/Control and
Information ones, but with no such movement in the control group. The details are given in Appendix 9,
table 4, which is reproduced here. Please note that these changes are expressed as percentage points,
not as percentages.
Table 8.2: Salience of different categories: Changes in percentage point distribution between
pre- and post-test
Category Group Antenatal Postnatal
Choice/Control I -0.2 -0.7
C 1.3 0.7
Info I -3.3 2.4
C -4.1 -0.6
Personality & I 15.4 4.9
Competence C 8.4 3.0
Service I -12.0 -6.6
Organisation C -5.6 -3.1
The picture in this case is not as clear-cut as in the simple analysis of the pre-test data. The movement is
quite varied, from a decrease of 12.0 points (Service Organisation category, intervention group, antenatal)
to an increase of 15.4 points  (Personality & Competence category, intervention group, antenatal). All the
other movements were small, being less than 10 percentage points in either direction.
As far as the study hypothesis is concerned, the intervention appears to have had little effect. The major
movement was in the two categories which one would not have expected to be influenced by the
intervention (Personality & Competence and Service Organisation) with a movement from the latter to the
former. However, even this movement was relatively small, and, more importantly, it occurred in both the
intervention and control groups.
As far as the two categories which one would have hoped to influence (Choice/Control and Information)
the most striking feature was how little movement there was. The largest movement was a decrease of 4.1
points (Information category, Control group, antenatal).  We had expected (if the hypothesis was correct)
a substantial and consistent movement in the first four rows of the table above, with a large positive figure
for the intervention groups.  Three of the four relevant movements were actually negative, and the positive
one was only 2.4 points. The fact that the movements were so small suggests strongly that the
intervention had little or no effect on the sorts of choice and information issues which our respondents
chose to raise.
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8.2.4  Was the effect positive?
Of course, the purpose of the intervention was not merely to make women more aware of issues of choice
and information. As we have seen, it did not appear so to do. However, it is quite conceivable that women
were no more or less aware of the different issues, or at least continued to rank them in a similar order
over time, but have a different attitude towards each of them. In that case, they might still be more
interested in issues of service provision or the personal qualities of the staff who deliver such services, but
nonetheless change their attitude or opinion on the other (to them minor) issues of choice and information.
We therefore attempted to assess the tone of every theme offered. There were a small number (under 1%)
of the meaningful themes to which a tone could not be assigned. Those are not included in the data
provided.  For all the others we assigned a tone of Positive or Negative. The data, both raw and processed,
are provided in tables 5 and 6 in Appendix 9. We here reproduce a summary table. The final column (N) is
included to remind the reader that the actual number of comments on different categories varied markedly,
with Information being the most commonly mentioned, and Choice/Control being by far the least
commonly mentioned one.
Table 8.3: Positive-negative judgements (All respondents combined)
Category Group Pre % Post % Percentage
+ve +ve Point
Change N
Choice/Control I 43.4 43.1 -0.3
C 42.7 45.1 2.3 829
Info I 44.9 52.7 7.8 1900
C 49.2 51.4 2.2
Personality & I 73.4 76.8 3.4 1726
Competence C 76.8 76.9 0.1
Service I 34.0 42.3 8.4 1483
Organisation C 33.0 44.3 11.3
Overall 49.8 56.3 6.4
The first thing to note is that the degree of positive judgement expressed varied dramatically from category
to category. Comments on the personal qualities and competence of staff delivering services (and recall
that this excludes the very large number of vague and general ‘it was all wonderful’ comments) were by a
large margin the most positive recorded, with about three-quarters of those who commented on the
qualities of their carers doing so positively.  The Service Organisation elements received the least positive
response, with Choice/Control and Information holding a middling position with about 45% positive
judgements. In trying to come to an overall judgement, one has to bear in mind that each comment was
analysed on two dimensions: salience and evaluative tone. Thus, at pre-test, Information mattered to the
women, but fewer than half their comments about it were positive. By post-test, it still mattered, but the
judgements had become rather more positive. Choice/Control did not matter so much to them, fewer than
half of them gave it a positive evaluation at pre-test, and this evaluation did not change after the
intervention.
Secondly, as in our previous analyses, whatever the movements may be between different points in time,
at a given point in time the judgements are remarkably consistent. For any given category, the largest
difference between the intervention and control groups was 4.3 percentage points at pre-test, and 2.0 at
post-test. Once again, this gives one some confidence in the method adopted.
However, the important question is not how did the proportions of positive judgements vary at either pre-
test or post-test, but how they varied between pre- and post-test.  Overall, the proportion of positive
Chapter 8: Free text analysis of comments 51
judgements increased by 6.4 percentage points, from 50% to 56%. This increase was not uniform
between the categories. By far the largest change in the positive direction was in the Service Organisation
category, with the intervention group increasing by 8.4 percentage points and the controls by 11.3 points.
Given that the increase was larger for the controls, it is not possible to attribute this to the intervention. It
should also be noted that the scope for a change in a positive direction was greatest for this Service
Organisation category as it was by a fair margin the least positively rated at pre-test.
8.2.4.1 Information specifically
When we turn to perhaps the most important category for the purposes of the study (Information), the
picture is more encouraging for the intervention. In this case, the intervention group increased by 7.8
percentage points. True, the controls also increased by 2.2 points, but it does appear that the use of the
leaflets was associated with a slight tendency for the intervention group to make statements about
Information elements which were more positive. One should not exaggerate this movement. Had the
intervention been a dramatic success one might have expected that the proportion of positive judgements
about Information elements to have risen from the original 44.9% to, say, 70% or above. In fact, they
increased to 52.7%. The increase was modest, but it appears to have been real.
It should be noted that this increase was not uniform between the two samples (antenatal and postnatal).
The effect seems to have been most marked for the antenatal sample, in which the intervention group
gained 12.2 percentage points i.e. became noticeably more positive in their judgements after the use of
the leaflets.  In this gain they were mirrored, albeit at a rather lower level, by the controls, who made a 6.1
point gain. So, even though there was a positive movement overall, it was more marked for the intervention
group.
In the postnatal group, there was a slight positive movement for the intervention group (2.2 points) and a
slight negative movement for the controls (1.3 points). We interpret this as showing that for the postnatal
respondents the use of the leaflets had little effect overall.
One thus has a rather mixed picture. There was a slight increase in positive statements about Information
in the intervention group (but not about Choice/Control). However, the most substantial movements
towards a more positive judgement came in the category Service Organisation, and even there the
increase was greater for the control group respondents. To obtain such an increase was not a purpose of
the study, and we cannot see how the provision of leaflets might have led to such a result.
8.2.4.2 Choice/Control specifically
It is thought that choice and information are related and one might have expected the judgements of these
two categories to have been similar. This expectation was borne out for the controls, for whom the modest
increase in the proportion of positive judgements was almost identical for both Choice/Control and
Information (2.3 cf. 2.2). However, for the intervention group this was not the case. As noted above, for
Information, the proportion of positive judgements increased by 7.8 points. However, for Choice/Control,
they decreased very slightly (0.3 points).  Thus, it appears that the use of the leaflets may have made
judgements about Information more positive to a modest but useful degree, but had no similar effect on
judgements about Choice/Control.
Thus, from our initial analysis of the free-text data, one has to conclude that the effect of the Informed
Choice leaflets was
For the “Informed” element real, but small
For the “Choice/Control” element nil
This is fortunate, because the Information element is the one which is most frequently mentioned by the
women. However, concentration upon this element should not obscure the fact that women were
concerned about the personality and competence of their carers to almost the same degree as they were
about information. Although the positive comments about personality matters did increase only slightly
among the interventions (and not at all among the controls), this is less serious, since positive attitudes in
that area were high in both the pre- and post-tests.
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Similarly, the organisation and delivery of the service was a matter of considerable concern to the women.
The positive judgements made on this issue were by a clear margin much lower at the pre-test stage than
for the other categories, but increased markedly during the course of the study.
8.2.5  Quotations
It is normal in a qualitative analysis to include direct quotations to give the reader a feeling of reality and
vividness. This is a reasonable thing to do, as long as the quotations provide a fair reflection of the totality
of the views expressed by respondents. If they are merely selected according to the researcher’s interests
and preconceptions and do not reflect that totality, then the vividness of the quotations do a disservice,
because they leave the reader with a feeling which is at variance with what was found.
To try to give a feeling of reality, we give below some quotations from respondents. Some of them contain
only one theme, and would receive one code; others contain more than one theme, and would receive
more than one code. The fact that we indicate only one code in the list below does not mean that only one
code was allocated. Such cases are marked “inter alia”.
To try to avoid the danger of vividness giving the reader a misleading impression of the totality of the
results, we have included two positive and two negative quotations under each of the four major headings,
even if that does not reflect the empirical frequency of responses. We would, however, stress that the true
overall picture is given in the tables, not in the quotations. They are included for information and illustration
only. Any spelling and grammatical errors are retained from the original data set provided (e.g. the word
“them” in quotation 4 clearly means “than”) to enhance the reflection of the reality which we encountered.
“They didn’t explain the positions I could go in labour” Information Negative
“I was not given a lot of information about my epidural Information Negative
whether what would happen if anything went wrong”
“Most points I had made on my birth plan were adhered to Information Positive
the care and advice from the midwives after delivery was (inter alia)
excellent they were informative without being bossy”
“I feel I had more advice after care etc them I did with my Information Positive
first pregnancy e.g. should I consider an epidural this time as (inter alia)
one of the babies may be breech – I was happy to go along with
what the experts advised after discussion”
“Was not in control to make a definite choice. Was certain Choice/Control Negative
I wanted to breast feed”
 “I wanted an epidural and was told I would have to wait 30 mins Choice/Control Negative
as the anaesthetist was busy so I declined methpid injection saying
I would wait. I was flat on my back on a bed strapped to a monitor
45 minutes later my baby was born.”
“I definitely knew my own mind especially breast feeding and not Choice/Control Positive
wanting epidural. (Or episiotomy unless absolutely necessary). I
was able to leave hospital when I was ready and my community midwife
came into hospital to deliver my baby”
“I am extremely satisfied with the way things went during labour Choice/Control Positive
due to past experience I was offered elective caesarean or induction.
I choose induction and my wish was granted to try for a vaginal
delivery and succeeded”
“I was given a pessary on a Thursday morning expecting another Service Organisation
after 12 hours but due to a lack of staff and the fact that there were Negative
more women in labour than expected that night the 3 of us had to
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wait until Fri a.m. for the next one.”
“Midwife forgot to book an appointment in the appointment book Service Organisation Negative
for a heel prick test, I waited in all morning and rang the hospital
to be told that no appointment had been made for me in the
main book”
“My community midwife was very helpful always came at the time Service Organisation
she said she would and provided all the information I needed. Positive (inter alia)
Hospital staff were very thorough with all my checks.”
“The community midwife who visited me after I went home was Service Organisation
excellent she reassured me about things and gave me all the right Positive (inter alia)
advice. She also kept to appointment times.”
“Attitude of midwives (not all) towards problems during breast Personality Negative
feeding. A better support system should be in force for mothers
who are having any problems for whatever reason with breast
feeding.”
“We couldn’t find our way into the hospital and delivery suit – Personality Negative
(our baby was born less than hour after arriving) and emergency (inter alia)
call button would have been helpful. The midwife delivering our
baby was spending too much time just observing and writing notes”
“My baby got very stuck once head was born and everything was Personality Positive
very stressed for while even though there ended up a lot of people
in the room my midwife kept talking to myself and my husband and
reassuring us”
“Midwives in hospital and in clinic were so nice and helpful and Personality Positive
friendly one midwife in the hospital even stayed after her shift to
help me deliver my baby.”
We hope that the quotations above give a flavour of what the women actually wrote. A striking feature of
the data set was that in general the negative comments tended to be longer and more detailed, whilst the
positive ones were briefer and more general. Some of the stories, however we interpret them in terms of
the study hypotheses, were heart-rending and at times shocking. However, these were very much in a
minority, and to have included them in the list of illustrations above would have been to run the risk of a
spurious vivid negativity which would have given a misleading impression of the totality of the womanise’
experience.
8.2.6  Are choice and control the most important topics to study?
Choice is a concept which is very fashionable among academics and politicians. It is acknowledged that
choice is a meaningless concept unless the chooser has a substantial fund of accurate and relevant
information. Thus, choice and information are often seen as naturally linked and are, as it were, two facets
of the same coin. However, what the women wrote on their questionnaires suggested that the personal
qualities and competence of their carers, especially of midwives, were more important to them than the
more fashionable themes, and that a variety of aspects of service provision were both of concern and were
judged to be inadequately provided.
8.3  SUMMARY POINTS
Of course, the problem of sampling remains. Those who wrote comments on the questionnaire were
volunteers, and represented only just over half of the antenatal group and only three-quarters of the
postnatal group. We know only a little about how well they represent the total population of pregnant
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women and recent mothers. That, however, is another question. For those who did respond, it appears
that:
1. Choice/Control was not a major expressed concern of many of them .
2. Information was an important concern, but less so than the personal characteristics and competence
of the staff who cared for them, and than the organisation of the service provided combined.
3. Many of the expressed satisfactions were of a vague and general kind.
4. The intervention group did not change during the course of the study in their propensity to make
positive comments about the Choice/Control elements in their attitude to the care received, nor did
they do so more than the control group.
5. The intervention did increase the proportion of positive comments about information elements, and
exceeded the change within the control group. However, the difference was modest.
The method which we adopted is still undergoing further testing and refinement. In a study in which it was
the central mechanism one would have formally tested its reliability and validity. In practice, in the current
study the remarkably small variations between groups at pre-test which it produced gives a measure of its
reliability.  The fact that the conclusions which it led us to draw were so close to those which came from
the quantitative RCT gives a measure of its validity. Our confidence in the method has been reinforced,
and we intend to develop it further.
Overall, from the data which we received, and the analysis which we undertook, we were forced to
conclude that the leaflets which were used, delivered in the way that they were delivered during the study,
had no effect on womanise’ feelings of being in control, and little effect on their feeling that they had all the
information that they required.
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Chapter 9: The Economics of Leaflet Use in the CRCT
M Longo, D Cohen
Business School, University of Glamorgan
9.1 GENERAL INTRODUCTION
The focus of this study was on the process of maternity care rather than on clinical outcomes. Although
the key issues in the study were not economic, the provision of leaflets is clearly not costless and it was
anticipated that their use might influence subsequent use of maternity care resources. Thus while a full
economic appraisal was not attempted, resource use was monitored in order to indicate any effects
which leaflet use might have on the immediate maternity budget.
9.2 COST OF LEAFLETS
We have not attempted to estimate the economic cost (value of resources) of producing the leaflets.
MIDIRS charge 15p per leaflet (women) and 30p per leaflet (midwife).
9.3 TRAINING COSTS
Midwives in intervention hospitals were trained in the use of leaflets by MIDIRS staff. Six two-hour training
sessions took place. The mean number of midwives attending each session was 14.5 (SD = 4.09, range
= 10 –21).
Not all midwives in intervention hospitals received training. Although this may affect the explanatory
aspects of the intervention it does represent pragmatism in the sense that in normal use it is unlikely
that all midwives will be able to attend training sessions. The costs per trainee are thus more
representative of reality than if training during the trial were more tightly controlled.
Cost of each session was made up of the trainers costs and the opportunity cost of trainee time. Trainer
cost was based on charges by MIDIRS (£250 per session) which covered trainers’ time plus travel costs.
Trainee cost was based on two hours of midwife time valued at hourly gross employment cost of an E
Grade midwife. Overhead charges for the training rooms have been ignored.
On this basis, the mean cost of each session was £566.23 (SD = £88.84, range = £467.40 - £706.54).
Total training cost was £3397.38 (£566.23 x 6). This equates to £39.05 per midwife or £0.40 per woman
in the intervention arm of the trial. As training is an investment, the per woman training costs will fall as
increased numbers of women are seen by each trained midwife and will eventually fall to near zero.
9.4 DIFFERENTIAL USE OF RESOURCES
The principal economic question in this study was whether the intervention led to significant differences
in resource use.
9.4.1 Subjects and methods
Resource use data was obtained from questions in Section C of the antenatal and postnatal
questionnaires sent at 28 weeks gestation and 8 weeks after delivery respectively. Descriptions of the
questionnaires are given in Chapter 7 of this report and a copy of each questionnaire is provided in
Appendix 2a.
This method of data collection relies on patient recall. It was chosen over scrutiny of case notes because
of greater comprehensiveness (scrutiny of notes could only be done on a sample of participants),
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supported by considerable evidence of good agreement on resource use between recall and medical
record data (see below). A validity exercise assessing questionnaire data against a sample of case
notes was undertaken and is reported in section 9.5 below.
9.4.2 Statistical analysis
An indication of heterogeneity between hospitals can be gleaned from Tables 1-7 in Appendix 10A which
present before and after data on six resource use variables (number of scans, blood tests, amniocentesis
tests, CVS tests, planned place of birth, heart monitoring and epidural) on a hospital by hospital basis.
The main analysis concerns the differences in before and after changes in mean resource use between
women in control and intervention groups. Apart from number of ultrasound scans, all data are
dichotomous variables referring to single events (yes/no e.g. amniocentesis) although a third option ‘don’t
remember’ was included for each question. Data on number of scans is continuous.
Initial analysis was performed on all data. In order to take account of within sample difference, a multi-
level modelling exercise on adjusted values (adjusted for age, educational status, parity, and preference
for participating in decision-making) was also performed.
9.4.3 Results
Before and after changes in resource use were broadly similar between women in intervention and control
hospitals. Statistically significant between group differences were shown for only two variables; the
proportion of women having blood tests for Down’s syndrome and spina bifida (p<.05) and the number of
planned hospital births (p<.05). In the first case the observed difference was due to a 4% reduction in
blood testing in the intervention group being assessed against a 6% increase in blood testing in the
control group during the intervention period which is discussed in the CRCT findings. As statistical
significance was a result of this increase in testing on the control side, a degree of caution is needed
when considering the resource implications of the intervention. Results are shown in Table 9.1 below.









95% CI Wilcoxon t-test
Had a scan 0.00 0.00 0.00 0.22 ns
Mean no. of scans -0.01 0.13 -0.14 0.31 ns
Had screening test -0.04 0.06 -0.10 -0.20, 0.00 0.03 <0.05
Had amniocentesis 0.01 -0.01 0.02 0.15 ns
Had CVS 0.00 0.01 -0.01 0.42 ns
Planned hosp birth -0.02 0.00 -0.02 -0.04, -0.01 0.02 <0.05
Had EF monitoring -0.03 0.00 -0.03 0.84 ns
Had epidural 0.03 0.02 0.01 0.69 ns
9.4.3.1 Results of multi-level modelling
A full explanation of the multi-level modelling exercise is given in Chapter 7 of this report. With regard to
the significant differences in resource use reported above, the modelling exercise showed similar results
when an adjustment was made for age, educational status, parity and preference for participating in
decision-making. However, in the case of the two remaining variables, statistical significance
disappeared when the adjustment was made (planned hospital birth p=0.2, blood test p=0.06).
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9.5 RESULTS
9.5.1 Antenatal data
Table 9.2 shows cross-tabulated data on screening for spina bifida or Down’s syndrome. Both methods
gave the same results and the Kappa statistics was therefore 1.0 (perfect agreement).
















With respect to ultrasound, normal practice involves at least one scan. Unsurprisingly, therefore, perfect
agreement was shown between methods to the question ‘did you have a scan?’ Of greater interest was
agreement in the continuous data.




2 3 4 5 7
2 21 8 1 1 31
3 5 8 3 16
4 1 2 1 4
5 2 2
6 1 1
Total 27 18 7 1 1 54
Analyses of continuous variables frequently show cross-tabulations with a non-symmetric pattern spread.
To overcome this, the data were transformed into the following classes.




2 21 9 1 31
3-4 6 14 20
>4 1 3
Total 27 25 2 54
Pairwise agreement = 0.67
Kappa statistics = 0.38
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The choice of classes size is clearly important as enlarging the classes will increase the level of
agreement (Landis and Koch 1977). According to the Landis and Koch scale, the above kappa statistics
shows a ‘fair’ agreement between the two data collection methods. However, of greater interest is
whether these discrepancies lead to any consistent under or over-estimation of resource use.
A more straightforward way of comparing resource use between methods is by comparing the mean
estimation. Table 9.5 below shows no significant difference in means.
Table 9.5: Number of scans according to the data source









2.37 – 2.88 2.74
(0.97)
2.47 – 3.00 n.s.
  * = paired t-test
p = 0.335
95% CI = -0.3402, 0.1180
9.5.2 Postnatal data
Tables 9.6, 9.7 and 9.8 below report the results for three drugs used during labour.





No 10 6 16
Yes 13 43 56
Total 23 49 72
Pairwise agreement = 0.74
Kappa Statistic = 0.34
McNemar test: n.s.




No 29 6 35
Yes 5 32 37
Total 34 38 72
 Pairwise agreement = 0.85
 Kappa Statistic = 0.69
 McNemar t-test: n.s.
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No 55 5 60
Yes 4 8 12
Total 59 13 72
Pairwise agreement = 0.88
Kappa Statistic = 0.57
McNemar Test: n.s.
All resource variables showed ‘good’ pairwise agreement. The McNemar test showed no differences
between under-reporting and over-reporting and the Kappa statistics show ‘good’ agreement for use of
pethidine and epidural and ‘fair’ agreement for use of entonox.
9.6 POSSIBLE BIASES
9.6.1 Recall bias
Recall bias occurs if one group’s recall is consistently different from the other. Such recall bias would
tend to produce over-estimates if recall by intervention group is superior, and under-estimates if recall by
intervention group is inferior as compared with controls. In terms of the present study this would mean
that the distribution of the leaflets might affect women’s ability to remember the events which occurred.
In order to test this for recall bias, a comparison between the number of women who reported ‘do not
remember’ in the questionnaires for some resource variables was made. The cross tabulation showed no
statistical significance for any of the variables, which included the answer ‘not sure’.
One notable omission with respect to scan recall was that so-called ‘mini’ scans were not recorded in
women’s case notes. These scans were used by some obstetricians during routine antenatal
consultations to determine the position of the baby and to ascultate the heartbeat. Women also tended
to accept such scans as routine clinical procedures. On the occasions that ‘mini’ scans were
undertaken in the context of routine, antenatal care, under-reporting is likely to have occurred because
they were taken for granted by all parties. As a routine intervention in maternity care, many scans were
thus rendered invisible.
9.6.2 Response bias
Differences in response rates between groups can also introduce bias. This was not the case here.
Baseline antenatal response rates were 66% intervention v. 64% control and after intervention were 67%
intervention v. 64% control. Baseline postnatal response rates were 62% intervention v. 66% control and
after intervention were 64% intervention v. 59% control.
9.7 CONCLUSION
The above results are consistent with those of previous studies and in some cases showed even better
agreement, although this could be due to the present study involving a relatively short period of recall.
Good performance on the questionnaire also reflects questionnaire protocol with most questions not
requiring quantification. Where questions were felt to be potentially too technical, simple descriptions
were added in brackets.
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The intervention did not appear to have any effect on resource use. Trends towards lower use by the
intervention group in terms of ultrasound scans, blood tests for spina bifida and Down’s syndrome, fetal
monitoring and planned hospital birth were detected, but when adjustments were made for age and other
social factors, no statistically significant differences in any resource variables remained.
This can be contrasted with related studies, for example, Thornton et al (1995), which demonstrated that
provision of additional information - in that case from individual or group sessions with a midwife rather
than by leaflets - reduced the number of screening tests. This was especially so when the baseline rate
for screening was high, as was the case in our study. Resource use, however, was not a primary
outcome in the present study and the absence of significant differences in resource use might have been
due to the study having been under-powered.
The overall conclusion is thus that postal questionnaires are a reliable way of gathering information on
maternity services and their use for between group comparisons in this study are justified.
As stated above this study was primarily about the process of maternity care and not about clinical
outcomes. However, it is important that the consequences of leaflet use are considered in the context of
the costs of bringing them about. These would include the direct costs of the leaflets themselves and of
training midwives in their use, plus any effects which they might have on subsequent resource use.
The economic investigation, however, suggests that use of leaflets does not significantly affect resource
use. The cost to each maternity hospital is thus only the direct costs of their provision. For each midwife
this is 30p for a leaflet plus £39 for training. Training, however, represents an investment which on a cost
per woman basis will eventually fall to near zero as it is spread over more and more women over time.
9.8 SUMMARY POINTS
· There was some evidence that the intervention resulted in a decrease in resource use in some of the
key variables. However, when adjustments were made for age and other social factors in multi-level
analyses, none of these trends showed statistical significance.
 
· The only attributable costs of the intervention are thus the direct cost of their purchase (15p per
leaflet per woman, 30 per leaflet per midwife) and training (£39 per midwife equating to 40p per
woman). This investment cost per woman, however, when spread over a sufficient number of women
will fall to near zero.
 
· Use of leaflets does not significantly affect resource use. The one-off cost of training midwives in the
use of the leaflets is low and when spread across a large number of women represents a low cost
per woman. The only significant cost of the intervention is the cost of the leaflets themselves, which,
although low on a per leaflet basis, can represent a significant cost to a hospital with a high number
of deliveries.
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Chapter 10: Measures of Knowledge
H Stapleton1 and G Thomas2
1WICH Research Group, School of Nursing and Midwifery, University of Sheffield
2School of Nursing and Midwifery, University of Glamorgan
This chapter presents the findings from knowledge questionnaires administered to a) midwives working
on the CRCT sites and b) to a selected cohort of women with a breech presentation at term. The same
questionnaires were used as were sent to service users who participated in the CRCT (see Appendix 3).
10.1 MIDWIVES
10.1.1 Introduction
The researchers sought to measure midwives' knowledge on the ten topics of the MIDIRS Informed
Choice leaflets. Previous research (Dyke 1998, Dyson et al 1996, Mulliner et al 1995, Smith et al 1994)
has revealed that midwives lack knowledge in subject areas widely considered to be fundamental to the
provision of midwifery care. In addition to measuring midwives’ knowledge, the researchers wished to
make comparisons between different groups of respondents, such as midwives and women (see Tables
10.1 and 10.2). Comparisons between midwives working on control and intervention sites was not
possible because the relevant data were not consistently collected for both groups.
10.1.2 Development of the knowledge questionnaires
A ten-item multiple choice questionnaire was devised from the women's version of each of the ten
Informed Choice leaflets. The researchers decided to use only the simplified women's version of the
leaflets for this purpose so that comparison of knowledge levels between midwives and service users
would be possible. Thus, ten separate questionnaires, each containing ten multiple choice questions,
were formulated and  printed on different coloured paper. As mentioned in Chapter 7, two of the
knowledge questionnaires were inserted into the CRCT postal questionnaire to service users. The
researchers working in the CRCT units approached midwives directly and asked them to complete the
questionnaires. Other health professionals were not invited to participate in this exercise.
10.1.2.1 Piloting the questionnaires
The questionnaires were piloted with final year student midwives and with two different groups of
midwives attending local study days. As described in Chapter 7, they were also piloted with service
users and were sent to members of the project advisory group. Minor adjustments were made following
feedback from these sources.
10.1.3 Completion of the knowledge questionnaires
Qualified midwives, who were in clinical practice, were the only group of health professionals invited to
participate in this exercise. The researchers approached midwives on all sites and, workloads permitting,
asked them to complete as many knowledge questionnaires as they could, in the time they had
available. In the event, the majority of midwives approached in this way completed the full set of 10
questionnaires (which totalled 100 separate, multiple choice, questions). Midwives from the research
sites attending national study days were also invited to complete questionnaires and the majority
generously gave of their limited time to complete at least some questionnaires during lunch and tea
breaks.
All knowledge questionnaires were completed under examination conditions with the researchers acting
as invigilators. The fastest time recorded for a midwife to complete the full set of (ten) knowledge
questionnaires was 25 minutes and the slowest required more than an hour.
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10.1.3.1 Midwives’ responses whilst they completed the knowledge questionnaires
On the occasions when midwives completed the questions in a group situation, protests and complaints
about the nature of the questions, and the state of the midwife's knowledge, often provided a running
commentary for the first five or ten minutes. Many midwives expressed irritation when they encountered
questions which suggested an alternative to the local policy. A number of midwives seemed to
experience great difficulty in distinguishing between what they normally did in response to local policies,
and what they might otherwise choose to do, given the opportunity to do so.
It is acknowledged that midwives working in specialised areas of clinical practice may have been
disadvantaged by some of the knowledge questions; for example, many core staff who held permanent
posts on CDS or in antenatal clinic complained that they knew little about ‘the other end of pregnancy’.
10.1.4 Scoring the knowledge questionnaires
The same scoring system was used for midwives and service users. Each knowledge questionnaire was
scored by allocating a score of one for each fully correct answer; scores thus ranged from 0-10 for each
of the knowledge questionnaires.
10.1.5 Results
1. Health professionals scored between 5 and 8 points out of 10 for the ten topics covered by the leaflets
(Table 10.1).
 
2. Health professionals in intervention sites scored higher than those from control sites for ultrasound
scans, screening for spina bifida and Down’s syndrome, alcohol, support, feeding and breech (Table
10.1).
 
3. Health professionals scored higher than women for nine of the ten leaflets (Table 10.2). For the breech
presentation leaflet, the number of women completing the knowledge questionnaire was small and
therefore the power to detect a difference was low. In addition, midwives had the lowest score for this
leaflet.
Caution
The data are clustered but this clustering has not been taken into account. The cluster information for the
midwives’ knowledge scores was not collected in full for all midwives completing questionnaires and
therefore could not be used. Analysing clustered data without taking the clustering into account can
result in statistically significant findings when there are no real differences. Thus, caution should be
applied when interpreting these results. This concern is probably not relevant to the comparison between
midwives and women because the differences between these groups are so large.
Table 10.1 Comparison of midwives’ knowledge scores in intervention and control sites
All midwives Intervention Control
Leaflet Mean (sd) Number Mean (sd) Number Mean (sd) Number
Scans 6.4 (1.63) 273 6.6 (1.54) 154 5.9 (1.72) 83     ***
Downs1 5.7 (1.81) 230 6.0 (1.81) 128 5.2 (1.71) 65     **
Where 5.6 (1.81) 290 5.8 (1.78) 160 5.4 (1.76) 93
Alcohol 5.8 (1.67) 229 6.0 (1.62) 130 5.4 (1.80) 63     *
Positions 7.1 (1.45) 276 7.2 (1.43) 155 7.1 (1.60) 83
Epidurals 6.0 (1.93) 235 6.3 (1.91) 124 6.0 (2.05) 78
Support 6.2 (1.91) 262 6.4 (1.88) 145 5.7 (1.99) 80     *
Heartbeat 7.4 (1.46) 268 7.3 (1.59) 148 7.6 (1.38) 85
Feeding 5.4 (1.95) 262 5.8 (1.85) 143 4.9 (1.92) 83    ***
Breech 5.1 (1.57) 195 5.3 (1.61) 103 4.6 (1.46) 56    ***
*p<0.05, **p<0.01, ***p<0.005
                                                                
1An abbreviated descriptor is used throughout the quantitative study. For example, this leaflet includes
information on screening for spina bifida (See Appendix 1 for the full titles of the leaflets).
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Table 10.2 Comparison of midwives’ and women’s knowledge scores
All midwives All women
Leaflet Mean (sd) Number Mean (sd) Number
Scans 6.4 (1.63) 273 3.8 (1.85) 783   ***
Downs1 5.7 (1.81) 230 3.8 (1.78) 673   ***
Where 5.6 (1.81) 290 3.5 (2.05) 882   ***
Alcohol 5.8 (1.67) 229 4.5 (1.70) 771   ***
Positions 7.1 (1.45) 276 4.8 (1.95) 590   ***
Epidurals 6.0 (1.93) 235 2.8 (2.03) 623   ***
Support 6.2 (1.91) 262 3.6 (1.93) 598   ***
Heartbeat 7.4 (1.46) 268 2.3 (1.67) 618   ***
Feeding 5.4 (1.95) 262 3.9 (1.69) 623   ***
Breech 5.1 (1.57) 195 5.3 (1.61)  69
***p<0.005
10.1.6 Limitations
10.1.6.1 The shortfall in the number of knowledge questionnaires completed
The researchers had originally hoped for a 90%+ return rate from the midwives' sample but this proved
impossible to obtain. In the event, only approximately 20% of the total number of eligible midwives
completed some of the questionnaires. A number of factors for this discrepancy were identified:
1. overestimating the numbers of midwives attending study days
2. identifying study days too late for a slot to be secured on the agenda to distribute the questionnaires
3. failure to make adequate arrangements with the organisers of study days to access midwives in
attendance
4. despite rigorous piloting of the questionnaires, the researchers underestimated the length of time
midwives required to complete a full set
It was not until the CRCT was well underway that the researchers appreciated the extent of the
pressures on midwives' time. This sometimes meant that midwives had to choose between completing
knowledge questionnaires or being interviewed. As the pressures of work left many midwives no option
but to be interviewed in their own time, the researchers felt uncomfortable about suggesting that more
time be given to complete knowledge questionnaires. An additional problem was that invigilating
individual midwives to complete questionnaires was intensely time consuming.
With hindsight, it might have been possible to increase the total sample of midwives completing
knowledge questions if individuals had been issued with two or three separate topics, instead of the full
set of 10. This approach would, however, have resulted in fewer sets of knowledge questions being
completed.
10.1.6.2 The scoring system
The scoring system adopted was such that partial knowledge was not credited as the multiple choice
answer was marked as either ‘right’ or ‘wrong’. Thus, for instance, where respondents had ticked three
options out five as being correct but, in fact, only two of the five were correct, the answer was scored as
‘wrong’ and no marks were awarded.
It is further acknowledged that the validity of responses is affected by the way in which the measurement
scale is constructed. Multiple choice questionnaires are known to be problematic in this area because
apparent knowledge is vulnerable to manipulation both in the way questions are worded and the range of
possible options made available to respondents. Smith et al (1994) have also suggested that
questionnaires which measure knowledge are not necessarily predictive of respondents’ attitudes and
behaviour towards giving information and suggest that further research is necessary before such links
can be made.
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10.1.6.3 Location of clinical practice
Midwives who did not rotate through a range of clinical areas and who were not familiar with the current
literature on the subject, may have been at a considerable disadvantage in answering questions on some
of the topics. Thus, for instance, ‘core’ midwives who only worked in antenatal clinic or CDS,
experienced difficulty in answering questions outside of their area of clinical practice.
10.1.6.4 Questionnaire conditions
The conditions under which many midwives were asked to complete questionnaires were often not ideal
and the pressures of time referred to above remained problematic. Midwives attending study days were
asked to complete the questionnaires during lunch breaks when they may have been tired and hungry
and thus lacking in concentration, whilst midwives who were on duty at the time they were approached
by the researchers, had to balance the demands of the workplace.
10.1.6.5 Variations in local practice
Variations in local practices created difficulties for some midwives who were unsure as to whether they
should mark the answer they knew to be correct, even though this was not local practice, or to score the
answer which reflected local practice but which was incorrect.
10.1.7 Conclusion
As mentioned earlier in this section, the study found that midwives scored higher than women on all
topics with the exception of breech presentation where numbers were insufficient to allow statistical
comment. (See Table 10.2) There was, however, considerable variation in the scoring for different leaflet
topics. For a small number of topics (heartbeat [monitoring in labour] and epidural) there was a 3-4 point
difference between the two groups; for the majority of topics (scans, where to have your baby, positions
and support in labour) the difference was less than 3 points whilst for the remaining topics (screening
[Down's], alcohol and feeding) the difference was less than 2 points. These results echo findings from
other research in this field with respect to midwives’ poor knowledge of the haemoglobinopathies (Dyson
et al 1996) and on knowledge about antenatal screening for fetal abnormalities amongst midwives and
obstetricians (Smith et al 1994).
Factual knowledge is doubtless essential if the midwife is to meet the demands of daily practice but it is
difficult to assess what might be considered as ‘good enough’ knowledge with regards to clinical
practice. Midwives work in a dynamic relationship with women, a number of whom can be expected to
raise issues which occasionally require midwives to refer to a book or other source of information,
including someone more knowledgeable than themselves. Completed questionnaires can, at best, only
assess the static knowledge of the midwife and not her attitude towards facilitating choice nor her
willingness to access other networks and sources of information on behalf of women in her care.
Nonetheless, it must be remembered that the measures of knowledge were derived from the simplified
version of the woman's version of the leaflet and not the more detailed, professional's version. It is
perhaps not unreasonable to expect that midwives might have scored closer to 100% than the 50%-70%
achieved. The results achieved by midwives completing the knowledge questionnaires might suggest a
need for developing an on-going educational programme around the topics of the Informed Choice
leaflets. It is unlikely, however, that such programmes will necessarily affect other issues which inhibit
information exchange, such as time pressures and health professionals' attitudes.
Some midwives volunteered, during the course of interviews, that they felt increasingly challenged by the
amount of information they were expected to dispense to women and, therefore, to be familiar with
themselves. A small number of midwives also voiced anxiety when faced with technologically competent
clients who accessed the world wide web and brought the results to midwives for critical comment.
These issues require wider professional debate and will need to be considered against the continued
expansion of the midwife's role and the increasing pressures on her time.
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10.2 WOMEN WITH A BREECH PRESENTATION
10.2.1 Introduction
The knowledge questionnaire on breech presentation was not included in the antenatal and postnatal
postal questionnaires to women in the CRCT. This decision was made on the grounds that breech
presentation is a relatively uncommon event (3-4%; MIDIRS 1997) and thus the vast majority of women
could not be expected to be well informed on the subject. For similar reasons, the antenatal and
postnatal questionnaires included only a limited set of questions relating to breech presentation. A
separate postal survey was therefore undertaken of women known to have had a breech presentation at
term.
10.2.2 Recruitment
10.2.2.1 Recruitment of women during the course of fieldwork
Women on all the study sites who were known to have (or who had recently given birth to) a baby in the
breech presentation were approached by the researchers and asked to complete a questionnaire. Where
this was appropriate, such women were also asked if they would consent to an interview. The majority of
women thus approached agreed to contribute to the study.
In addition, midwives were asked to refer women with a breech presentation to the research team for
possible inclusion in the study. The majority of women approached in this way also agreed to participate.
As a more systematic approach to recruitment was not possible and because this is a relatively
uncommon event, the numbers of completed knowledge questionnaires on breech presentation towards
the end of the intervention period were insufficient to permit statistical comment. As this was an
important sub-group with respect to the Informed Choice leaflets, the research team decided to
undertake a postal survey of a small group of postnatal service users known to have had a breech
presentation.
10.2.2.2 Recruitment of women for the postal questionnaire
Towards the end of the intervention period, Heads of Midwifery in all participating units were thus
approached and asked if the labour ward birth register could be accessed for the purpose of identifying a
postnatal sample of women known to have had a baby in the breech presentation at term. All but one
unit, an intervention site concerned about issues of confidentiality, gave the researchers permission to
access the information required. Five of the units preferred to undertake the search themselves and
subsequently forwarded a list of women, who fulfilled the agreed criteria, to the research team. The units
were asked to include only women with a singleton pregnancy and a confirmed breech presentation prior
to the onset of labour. It was intended to exclude women who were pre-term (37 weeks), who
commenced labour with an undiagnosed breech or whose baby was subsequently admitted to SCBU.
Some difficulty was experienced in ascertaining whether the breech was confirmed at the onset of labour
as this information was not always recorded in the labour ward register (as opposed to the woman's
labour records which were not accessed). Written comments from a small number of respondents
suggested that the sample included some women with an undiagnosed breech presentation.
10.2.2.3 The postal questionnaire
The postal survey asked women about their perceptions of choice, information, whether they felt they
were given sufficient time for discussion and whether they had received an Informed Choice leaflet on
breech presentation. Also included in the survey was the multiple choice questionnaire on this topic (see
Appendix 3). Women were also invited to contribute written comments on their experience of having had
a breech baby and many did so, often in considerable detail. No reminders were sent.
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10.2.3 Analysis
Analysis was undertaken at the individual woman level rather than at cluster level because of the small
numbers. Thus any differences found between intervention and control sites will need to be treated with
caution.
10.2.4 Results (see Table 10.3 below)
A total of 132 women were sent the questionnaire; 57 were returned and five were returned marked
‘address unknown/no forwarding address’. The response rate was 45%. The 57 completed questionnaires
were combined with the 12 completed by women during the course of the fieldwork, giving a total of 69. A
further eight questionnaires, which were completed by women in the antenatal period, were not included
because of the need for a coherent sample. Thus, only the results of  questionnaires completed by
women in the postnatal period were included in the analysis.
10.2.4.1 Getting the leaflet
Only 32% of women on intervention sites said they had been given an Informed Choice leaflet compared
with 15% in control sites. By way of explanation, a small number of women who received antenatal care
on intervention sites, but who were booked to deliver in control sites, may have received a leaflet. More
likely, and this is reflected in both the CRCT and the qualitative findings, is that the Informed Choice
leaflets made little impression on women and the majority made no distinction between these, and any
other information, especially if this was conveyed in leaflet form.
10.2.4.2 Knowledge
Women scored a mean of 4.2 out of ten for the breech presentation knowledge questionnaire. This did
not differ by intervention or control.
10.2.4.3 Informed choice
There was evidence that more women in the intervention sites felt that they exercised informed choice
than in the control sites. However, numbers are small and there was no statistically significant difference.
There was evidence that more women in the intervention sites than the control sites had discussion and
choice about breech presentation (0.05<p<0.1).
10.2.4.4 ECV
17% of women indicated that an attempt was made to turn the baby. There was no difference between
women in intervention and control sites.
10.2.4.5 Written comments
Women's written comments indicated that whilst many appeared satisfied with their care, a number were
dissatisfied with the amount of information they received and because they had felt excluded from the
decision making process. This was particularly true for those women who wanted a vaginal birth.
10.2.5 Limitations
· No ‘before the event’ data was collected
· No analysis by cluster was undertaken
· The sample size was very small, therefore in-depth analysis is not possible and the power to detect
differences is low
10.2.6 Conclusion
There were no statistically significant differences between the intervention and control samples.
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Table 10.3: Results of the postal survey of women known to have had a baby in the breech
position at term.
intervention control total
1. Did a midwife give you an informed    choice
leaflet called Breech Baby; what are your
choices?
      yes
      no
10 (32%)
21 (68%)




2. Did you have enough information and
discussion with the midwives and doctors to
make an informed choice about the way in
which your baby was born?
    yes
    no
23 (74%)





3. Did the doctor discuss the possibility of
turning your baby to the head down position?
   yes







4. Do you feel you actually made a choice about









5. Did the doctor attempt to turn the baby to
the head down position?
   yes
   no
  6 (19%)
25 (81%)




6. Was this your first baby?
   yes




  9 (33%)
34 (59%)
24 (41%)
7. Mean knowledge score (SD) 4.2 (1.92) 4.1 (2.00) 4.2
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Chapter 11: The Qualitative Research Methods
H Stapleton and M Kirkham
WICH Research Group, School of Nursing and Midwifery, University of Sheffield
11.1  INTRODUCTION
The qualitative research followed a grounded theory  (Strauss and Corbin 1990) approach to the data
collection and analysis in both phases of the study. This allowed respondents’ perceptions of informed
choice to be seen in context, whether as health care providers, or as receivers of that care. Data were
collected from multiple sources including: non-participant observation1, ‘natural’ (informal) interviews and
formal, semi-structured, in-depth interviews. During the CRCT phase of the study, a number of  focus
group interviews were also undertaken. Extensive fieldnotes, which were written up as soon as possible
after the completion of each episode of fieldwork, were analysed alongside the data derived from
interviews. Where extracts from fieldnotes appear in the report, they are enclosed within a box in order to
differentiate them from direct quotations.
11.2  THE RESEARCHERS
A total of five female researchers were in the field during the intervention period. Some discontinuity in the
research team was experienced during the early stages of the intervention period as one of the researchers
decided to return to clinical practice and difficulties were experienced in recruiting a replacement at short
notice. In the event, two midwives were recruited. Four of the researchers were midwives; three lived, and
worked, in Wales; one was a Welsh speaker. One of the Welsh based researchers was widely known to many
of the midwives participating in the study
The remaining researcher, who was in the field for a brief time and in one geographical area only, was a
family physician visiting the UK on a Commonwealth scholarship. She had a long-standing interest in the
issue of informed choice in maternity care.
11.3  INFORMATION SHEETS
Two separate information sheets about the research project were reformulated from those used during the
ethnographic phase; that for the intervention sites mentioned the Informed Choice leaflets whilst that for the
control sites did not (see Appendix 5). Contact details for the researchers were included. The project
information sheets were offered to all respondents throughout the period of fieldwork and supplies were left with
community midwives and midwives working in antenatal clinics.
11.4  RECRUITMENT OF PARTICIPANTS
Throughout all phases of the qualitative work, respondents were recruited in a variety of ways. The majority
of respondents interviewed were maternity service users (163) and midwives (177); the voices of those who
were closest to the wide range of normal childbearing experiences thus made the greatest contribution to
the data collection. As the focus of the leaflets was on antenatal and intrapartum events, women were not
asked to elaborate on their postnatal experiences, although many spontaneously volunteered such details
during the course of the interview.
The researchers had hoped to interview 20% (250) of the total number of employed midwives (1250)
working in the CRCT sites. In the event 14% of the sample were interviewed. See Appendix 7 for a
summary of the qualitative fieldwork.
                                                                
1 Bloor (1997) has made the point, which held true for this study, that most observational studies include materials
that are not wholly, or purely, observational because social norms often require the observer to engage with the
respondents, on some level and for varying periods of time, during the course of the observation session. Ignoring
these constraints, in the pursuit of collecting ‘pure’ data, is unwise because of the possible offence this may cause
to other parties who may react by withdrawing their co-operation.
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11.4.1 Sampling strategies
The respondent sample was generated in a number of ways including: the ‘snowball’ effect (whereby an
interviewee reported favourably on the experience to a friend, family member or colleague), by
convenience, or was purposive in that the researchers actively solicited interviews from respondents. In
addition, women's partners and significant ‘others’ including mothers, sisters and grandmothers also
contributed their views, thus helping to achieve balance within a local sample and to ensure the inclusion
of ‘minority voices’ across a broad range of issues.
The researchers were guided in assembling the respondent sample by the concept of theoretical sampling
(Glaser and Strauss 1967). This is defined as ‘the process of data collection for generating theory whereby
the analyst jointly collects, codes and analyses his (sic) data and decides what to collect next’ (Glaser
and Strauss 1967:45). Thus, the respondent sample constantly evolved in line with emerging theory.
The researchers also engaged in what has been termed ‘scrounging sampling’ (Groger et al 1999) by
asking midwives to invite selected service users to participate in the research. These were women whom
the midwives had described in ways which suggested to the researchers that they might be experiencing
pregnancy ‘differently’. Thus, a small sample of women with insight into particular situations, but whom
the researchers would not otherwise have come into contact with, were recruited. Such women included
those opting out of routine interventions such as screening and ultrasound scanning, those booking for
home births (especially when this was against medical advice), as well as women who were homeless,
who were registered disabled or who had recently given birth to babies with a disability not identified on
routine screening.
In addition to these sampling strategies, a sample of community midwives, described by their managers
as being excellent in facilitating informed choice, were observed and interviewed, as was a sample of
women in their caseloads. This decision was taken following a discussion with the project advisory group
in which concerns were aired that the opportunistic nature of the sampling approach could have resulted in
only poor, or mediocre, midwifery practice being observed throughout the intervention period. It is
acknowledged that the notion of ‘excellence’ may have been defined differently by women and by the
colleagues of the midwives nominated by their managers.
The sampling techniques which were chosen resulted in the collection of a number of special cases and
these helped to inform the researchers about specific issues. These special cases generated a number of
questions about the concept of informed choice and how this was perceived by both service users and
providers. Thus, the data collection was grounded in the experiences of those who were both delivering,
and using, the maternity services.
11.4.2  Accessing minority groups
A brief article was written for ‘The Traveller’ (a quarterly national journal for travelling families) with an
invitation for anyone interested in participating in the research to contact the researchers. This generated
a modest response from travellers themselves and health visitors involved with the health and welfare of
travelling families.
A city branch of the Lesbian and Gay switchboard were also contacted in the hope that lesbian women
could be informed about the research and invited to participate. Unfortunately, this initiative failed to recruit
respondents within the timespan of the intervention.
Attempts were made to contact organisations representing disabled people in order to access women
using the maternity services but this work was not very fruitful, largely because of time constraints. Two
registered disabled service users, referred by community midwives were, however, interviewed.
Six women from minority ethnic populations were recruited to the study, two of whom spoke no English.
Female family members translated for the researcher interviewing these participants.
11.4.3  Characteristics of respondents
The majority of those observed and interviewed were midwives and maternity service users. The focus on
midwives was deliberate as they are currently designated the lead professionals where normal pregnancy
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and birth are concerned and, in intervention sites, they were almost exclusively responsible for ensuring
the transfer of Informed Choice leaflets to service users.
The sample of service users included multiparous and primiparous women covering the social class
spectrum and the age range for childbearing; they were at all gestational stages and the postnatal sample
included women who had given birth within the previous six months. Of the total sample (163) of service
users interviewed, 85 were antenatal and 78 were in the postnatal period. A good balance of service users
was thus achieved.
The sample of midwives comprised managers and clinicians from all grades and with a variety of
midwifery experience; they were all employed within the NHS. Midwives in full time, part-time and job
sharing arrangements were included and the sample also included midwives who worked in schemes
which delivered care in accordance with a variety of different models. Thus, some midwives worked in
traditional community, or hospital based, posts and some worked as ‘integrated’ midwives whereby they
worked between the hospital and community. A very small number of midwives held their own caseloads
and a few worked in specialist roles such as bereavement counselling, ultrasound or genetic counselling.
A number of doctors also participated in the research. With respect to hospital doctors, the researchers
concentrated on observing and interviewing consultant obstetricians, registrars and their locums. As
SHOs are rarely invested with the authority to make important clinical decisions, they were not invited to
contribute to the study. Other hospital-based medical staff, such as radiographers and anaesthetists, who
might be expected to have an opinion about selected Informed Choice leaflets, were interviewed, as were a
small number of GPs who were directly involved in delivering antenatal care.
In addition, the researchers sought opinions from other health professionals such as non medically trained
ultrasound practitioners, non clinical managers, non NHS antenatal educators and representatives from
consumer groups.
The gender of the participating midwives was exclusively female as were the majority of ultrasound
practitioners. Amongst the medical staff, more men than women occupied senior positions.
The research team were fortunate to include the services of a Welsh speaking midwife during the CRCT
phase of the study and thus a number of interviews were conducted in Welsh. A total of 17 service users
were interviewed in Welsh.
The researchers were only partially successful in recruiting service users from non English speaking
minority ethnic groups or women with special needs. These omissions resulted from language difficulties,
time constraints and because the researchers did not have the established networks to readily access
groups not accessible by ordinary means.
11.4.4  Access to respondents
The vast majority of participants granted the researchers access to observe antenatal consultations and to
undertake interviews.
Only very occasionally were the researchers refused access and these refusals were almost entirely from
obstetricians. Attempts to inform this group about the project, and to invite their participation, used
disproportionate amounts of the researchers' time. Whilst the majority of obstetricians agreed to the
researchers undertaking observational work, some refused to be interviewed. They did not necessarily
refuse outright, but blocked access by not returning phone calls or messages or by telling the researchers
that the clinic had finished for the morning or the afternoon, when it clearly had not. The excellent gate-
keeping by their receptionists ensured that direct contact by telephone was almost impossible. Despite
these problems, the researchers managed to conduct interviews with 17 obstetricians (at consultant,
registrar and senior registrar level).
11.5  CONSENT
The researchers ensured that all respondents who were interviewed had read the information sheet
pertaining to the study. Where low levels of literacy made this problematic, the researchers explained the
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purpose of the study and the issue of consent orally. On the reverse side of the information sheet was a
consent form which respondents were asked to sign before the interview commenced.
11.5.1 Problems obtaining informed consent
The issue of obtaining informed consent in qualitative research has, for some time, presented researchers
with a number of ethical dilemmas (Reynolds 1982). The very nature of the ethnographic enquiry defies the
researcher’s ability to define and predict, the research question(s) and the exact parameters of the
research for the purpose of obtaining informed consent. There is an additional problem with respect to the
placebo effect as ‘ethnographers do not necessarily know what they are looking for (and) they do not
necessarily want their subjects to know too much in case it changes their behaviour...’(Dingwall 1980).
Obtaining consent for observational work in antenatal clinics is acknowledged to be problematic by
ethnographers (Bowler 1993) largely because the way in which the clinics are organised often precludes
direct contact with women until they enter the consultation room. The researchers made every effort to
obtain informed consent but this had to be balanced with the smooth running of the clinic and maintaining
good relationships with clinicians.
11.6  CONFIDENTIALITY
The research team did their best to uphold the confidentiality promised to participants. The confidentiality
and anonymity accorded to individuals and units has been rigorously checked by the project’s advisory
group.
On a number of occasions, when sensitive and/or confidential material was raised for discussion, the
researchers voluntarily left the consultation room; only rarely did the health professional request the
researcher to leave.
The generic terms ‘midwives’ and ‘obstetricians’ are used throughout the report although they are qualified
in some instances by the insertion of descriptors such as community midwife, consultant obstetrician or
midwifery manager.
All quotations referring to Informed Choice leaflets are from intervention sites unless otherwise indicated. Where
quotations are not attributed this is for reasons of confidentiality.
11.7 OBSERVATIONAL WORK AND INTERVIEWS (See Appendix 7 for the completed schedule)
11.7.1 Observational work
Non-participant observation was undertaken on all sites. This took place primarily within antenatal clinics
and in the homes of service users on the occasions the researcher accompanied the community midwife,
usually for the purpose of a ‘booking’ or ‘birthplan’ visit. Observation focused primarily on the interaction
between the service user and provider during a scheduled appointment. Additional observational work was
also undertaken during antenatal education classes, within the general waiting area of the antenatal clinic,
in the antenatal and postnatal wards and in the general ‘office area’ of CDS. Observational work was not
undertaken on women in labour.
Observation was overt in that the researchers wore identity badges with the designation ‘research
midwife’; they generally introduced themselves as researchers to service users; they did not wear
uniforms and they made copious notes throughout the consultation.
The researchers made every attempt to make themselves inconspicuous during consultations by placing
the seat they were offered in the most distant corner of the room and, wherever possible, by placing
themselves out of eye contact with both service user and provider. The researchers did not participate in
the consultation unless directly invited to do so. On the occasions this occurred, the researcher
contributed the minimum required to avoid offence.
As little is known about the way in which information is solicited, presented or utilised within the context
of maternity care, and as there is little research on what influences decision making behaviour, it was
considered important to observe interactions between health professionals and women within a ‘natural’
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setting; i.e. in antenatal clinics or in women's homes. In addition to making notes of verbal exchanges,
observational work enabled the researchers to create a taxonomy of non-verbal behaviours. This material
was subsequently explored with respondents during interviews and was constantly refined in the light of
their contributions. In this way the observational data served to triangulate data derived from other sources
and thus enhanced the validity and reliability of the study.
11.7.1.1 Limitations of observational work
The scale of the research allowed little opportunity for the researchers to observe women attending the
same health professional for consecutive visits. Thus, it was not possible to comment on the degree to
which information disclosed in a previous encounter was brought to bear on the consultation being
observed. The researchers usually, however, observed the same health professional throughout an entire
clinic session and this enabled the general style of interaction and pattern of communication of individual
health professionals to be documented in considerable detail.
11.7.2  Interviews
Interviews were of two kinds: informal and ‘natural’ whereby the researcher and respondent engaged in
spontaneous conversation, and in-depth interviews lasting 30-60 minutes or more. Opportunities for
informal interviews arose, for example, in the community midwife's car, between consultations when the
health professional would discuss some aspect of the previous consultation(s) with the researcher and in
the antenatal clinic waiting area whilst the researcher sat with women waiting to be called into the
consultation room. Permission was sought, and granted, to take notes on these occasions as these
informal interviews were generally not tape recorded. They sometimes involved two or three respondents
and occasionally they occurred in semi-public areas such as the midwives' office, antenatal clinic waiting
areas or the antenatal and postnatal wards.
A substantial number of the formal interviews followed on from observation sessions. These interviews allowed
both researcher and respondent the opportunity to explore issues arising directly from the consultation. Many of
these interviews were undertaken in the homes of midwives and service users. All formal interviews were
conducted in privacy and the vast majority were tape recorded.
11.7.2.1 Interview prompts
The same, loosely formatted, interview prompts developed in the ethnographic phase were also used in the
initial stages of the CRCT phase. (Chapter 7)
11.7.3 Tape recording and note taking
The vast majority of participants consented to the researchers taking notes during observation sessions
and tape recording interviews. Very occasionally, respondents asked for the tape recorder to be turned off
during the interview so that sensitive material could be mentioned ‘off the record’. On some occasions the
researcher switched off the tape recorder to allow a woman to recover her composure following tearful
episodes as painful events were recounted. On these occasions, where the material was of relevance to
the data collection, the researchers sought specific permission for some notes to be taken. On the rare
occasion where this permission was not given, the researchers refrained from making any reference to the
incident in fieldnotes.
11.7.3.1 Transcription of tapes
The majority of interviews were transcribed in full with a small number having only data which were relevant
to the study transcribed. This decision was taken as a practical solution to clear the occasional backlog
of tapes awaiting transcription.
11.8  AVOIDANCE OF RESEARCHER BIAS
11.8.1 In the sample
Great care was taken to invite a representative sample of both maternity service users and health
professionals to contribute to the data collection. This was largely achieved. Midwives and
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ultrasonographers were the most easily accessed of the health professionals and, on the whole, the most
co-operative. Indeed, many of the midwives went far beyond what the researchers had hoped for in
facilitating the research and their efforts were greatly appreciated. Obstetric registrars were generally
willing to participate but were not always available at appropriate times.
The researchers acknowledge that their unsuccessful attempts to recruit a full sample of obstetricians,
women with special needs and those from minority ethnic groups meant that it was not always possible to
explore emerging theories to the point of saturation. Whilst this may not have altered the final picture
insofar as the data analysis was concerned, maximum variation in sampling was not achieved.
11.8.2 In the data collection and analysis
Bias was more difficult to identify, and control for, amongst the individual qualitative researchers, the
majority of whom were midwives. A number of factors were thought to contribute to difficulties in
recognising, and interpreting, phenomena for subsequent analysis:
1. Only one of the researchers was continuous throughout the study.
 
2. Of the five qualitative researchers who contributed, at different times, to the data collection and
analysis, three had little, or no, experience of grounded theory methodology. Initial mentoring of
researchers as they entered the field was instituted. Providing an effective, longer term, mentoring
system was not feasible, however, because of the considerable distances involved in carrying out the
fieldwork on the research sites and because the individual researchers and the collaborating
universities were situated at considerable distance from one another.
 
3. The majority of the researchers were based in Wales and whilst an emic perspective was useful in
some instances, understandable feelings of loyalty made close scrutiny of those issues which were
culturally defined as sensitive, more difficult. This problem has been recognised by Rachel Pritchard
(1996) who discusses her experience of undertaking qualitative research on health service colleagues
in the Welsh Valleys. It is acknowledged that the outsider position of the other researchers may
equally have obscured important phenomena.
 
4. The diversity of midwifery experiences, and the backgrounds of the researchers, created tensions
because each held rather different expectations regarding the interpretation of ‘good’ or ‘acceptable’
practice. This made it extremely difficult to arrive at a consensus for formulating a baseline against
which midwifery and obstetric practice on the research sites could be compared. Thus, the multiple
lenses through which practice was viewed by the individual researchers, created some problems for the
data analysis but also ensured a thorough exploration of difficult issues.
That is not to suggest that these differences were insurmountable or that they obstructed the research
process. To the contrary, the many debates that were generated created a dynamic environment which
greatly assisted the exploration of a number of difficult analytical concepts. The researchers made
considerable progress in adjusting their analytical positions relative to one another and this enabled a
sharing of viewpoints and a deeper appreciation of the different ways of seeing the (same) world in which
the research was taking place.
With respect to transcript analysis, the researchers regularly shared individual transcripts and work-in-
progress within the group, and on occasions to outside experts, for the purpose of cross checking
emerging themes and categories. This rigorous approach guarded against one or other researcher
dominating the analytical process and thus helped to ensure reliability and validity throughout the
research.
11.9  DATA CATEGORISATION AND ANALYSIS
As mentioned previously, the style of the study appeared best suited to a grounded theory approach (Glaser
and Strauss 1967, Strauss and Corbin 1990). Fieldnotes and transcripts were analysed throughout the process
of fieldwork and the continual coding and re-coding of themes allowed for the emergence, and continual
evolution, of analytical categories in synchrony with the actual research. Throughout the course of the fieldwork
then, some categories collapsed or merged and others appeared. This process went on until such time as little
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further ‘movement’ was possible and the research team felt confident that the majority of categories had
reached the point of ‘saturation’. The four analytical categories which emerged from this process were:
1. the MIDIRS Informed Choice leaflets in the context of clinical practice (See Chapter 12)
2. information as communicated and used (See Chapter 13)
3. informed choice and decision making (See Chapter 14)
4. the culture of maternity care (See Chapter 16)
Thus, theory was generated directly from the data and was subsequently modified, and/or elaborated on as
fresh material was contrasted with it (Strauss and Corbin 1990, Vaughan 1992). This reiterates a number of
issues inherent to grounded theorising: that theories were always traceable back to the data, that the
researcher plays an important role in the process of analysis and translation, and finally, that the ‘fluid’ nature of
grounded theory demands a constant reworking of any hypothesis.
Two of the researchers used the software package QSR NUD*IST (Non-numerical Data Information Systems
and Technology) to code and manage the complex data set more efficiently.
11.10 OBSERVATION OF THE MIDIRS TRAINING SESSIONS BY THE RESEARCH TEAM
Two members of the research team observed five of the training sessions; the additional session arranged
for staff working intervention site the peripheral unit was observed by a single researcher. Extensive
fieldnotes were taken by the researchers throughout the training sessions and were compared afterwards
for the purposes of triangulating data. The researchers notes and general impressions were largely
identical.
The presence of the research midwives at the training sessions had the unfortunate consequence of
linking them, in the eyes of some midwives on the intervention sites, with MIDIRS. This became apparent
on the occasions midwives introduced the researchers to women attending for antenatal care by way of
saying: ‘This is the lady from MIDIRS...(she's) come to check up on the leaflets...’ This (erroneous)
connection, between the organisation which produced the Informed Choice leaflets and the researchers
undertaking the evaluation, may have resulted in a slight increase in displays of ‘best behaviour’ when
these midwives were observed in practice. It is also suggested that a ‘Hawthorne’ effect may have resulted
on control sites for similar reasons.
11.11 DISTRIBUTION OF THE INFORMED CHOICE LEAFLETS TO THE INTERVENTION SITES
11.11.1 Calculating leaflet supplies
The research team arranged with MIDIRS to deliver leaflets directly to the intervention sites before the start
date of the eight month intervention period. As it was anticipated that midwives would be primarily
responsible for giving leaflets to pregnant women, supplies of the professional's version were calculated on
the basis of the total number of employed midwives in each intervention site so that each midwife would
have her own complete set. A number of additional sets were included for distribution at the discretion of
the HoM. Supplies of the woman's version of the leaflets were calculated as a percentage of the annual
delivery rate for each unit.
11.11.2 Use of the professional's leaflet by women
It was stressed that, in the event of a service user requesting the professional's version of a leaflet, units
should hold sufficient supplies to replenish the midwives' stocks. In the event, the researchers were aware
of only one instance where a woman was given the professional's version of a leaflet (on ultrasound). See
appendix 4 for details. A limited supply of the professional's version of the leaflets was sent to senior
midwifery managers on intervention sites for distribution to other health professionals involved in antenatal
care, such as consultant obstetricians, radiographers and anaesthetists. From the interview data, it
appeared that few of these health professionals had read either version of the leaflets and nor were many
aware that the research was in progress in the unit in which they worked.
11.11.3 Distribution problems
The manner in which leaflets were distributed to midwives who did not attend the training session (and
who were therefore unable to collect a supply for themselves) appeared rather haphazard. There was no
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evidence of any unit instituting a mechanism which ensured that all community midwives received
supplies of the leaflets and instructions for their use and this resulted in considerable confusion at the
level of clinical practice. Considerable numbers of midwives, then, possessed neither version of the
Informed Choice leaflets on the date agreed by senior midwifery managers for the start of the intervention
period.
A small number of community midwifery team leaders on some sites, however, exercised considerable
initiative and expended personal time and energy in transporting boxes of leaflets in their own cars to their
community colleagues. They then distributed leaflets within their own teams with instructions for when the
respective leaflets were to be given to women.
In addition to the distribution problems, the researchers encountered midwives who were under the
impression that women already in the second and third trimester of pregnancy at the start of the
intervention should not be given any leaflets. During the first few weeks of observational work, the
researchers realised that even midwives who had attended the training sessions were unclear as to what
arrangements had been agreed for dissemination of the leaflets and midwives attending the same training
session had different interpretations of what was said regarding these arrangements.
11.11.4 Midwives working in ‘peripheral’ units
As mentioned earlier, midwives working in geographically isolated (referred to locally as ‘peripheral’ or
‘satellite’) clinics appeared much less likely to have received any information about the research; they
were also less likely to have received any leaflets by the scheduled start date for the intervention. The
focus on the main maternity unit thus had the effect of rendering invisible both the women who attended
these peripheral clinics and the midwives who serviced them.
11.11.5 Restocking the units with leaflets
One unit was re-supplied with leaflets six weeks into the trial because they reported having used up the
entire eight month supply. As the research team had no means of assessing the validity of the claim, they
had no option but to comply with the request.  One of the researchers was subsequently informed that
‘hoarding’ and ‘stockpiling’ was not uncommon amongst midwives working in this unit; it is quite possible
that midwives on other intervention sites behaved in a similar manner.
Towards the end of the intervention all sites reported that they had run out of the majority of the woman's
version of all leaflet topics. Further supplies were requested from MIDIRS but this batch was not translated
into Welsh because MIDIRS were able to supply the English version ex-stock whereas the bilingual
version required reprinting. As the research team were anxious that the intervention units should not be
without leaflets during the intervention period, a decision was made to restock the units with the English
version. The researchers subsequently discovered midwives who did not receive any of these additional
supplies of leaflets and midwives on all intervention sites were observed using the bilingual version of the
leaflets (when supplies of these were reported to have been exhausted). Midwives informed the
researchers that they retrieved leaflets from postnatal casenotes for recycling and this could have
explained the continued (re)appearance of the bilingual version. Another explanation is that midwives
incorrectly perceived all supplies of the leaflets to be exhausted when, in fact, some midwives still had
plenty.
11.12 MIDWIVES' USE OF INFORMED CHOICE LEAFLETS ON CONTROL SITES
The researchers encountered the occasional midwife on a control site who had purchased her own set of
leaflets and loaned them to women in her caseload. Some of these midwives were using the full set of 10
leaflets whilst others were using only the five leaflets published in the first series. The pragmatic nature of
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x XQGHUVWDQGWKHGLIIHUHQWPHDQLQJVRILQIRUPHGFKRLFHDUWLFXODWHGE\SDUWLFLSDQWVZLWKLQPDWHUQLW\FDUHWKHVHSDUDWHYDOXHVDWWDFKHGWRLQIRUPDWLRQDQGWRFKRLFHDQGWKHLPSOLFDWLRQVRIWKHVHGLIIHUHQFHVLQSUDFWLFHx IXUWKHUGHOLQHDWHWKHFRQFHSWRILQIRUPHGGHFLVLRQPDNLQJDQGWKHHPSKDVLVZKLFKPD\EHSODFHGXSRQGLIIHUHQWHOHPHQWVZLWKLQGLIIHUHQWFXOWXUDOFRQWH[WVx DVVHVVWKHHIIHFWLYHQHVVRIWKHOHDIOHWVZKHQWKHLUXVHLVHPEHGGHGZLWKLQDFRKHUHQWVWUDWHJ\WKDWLVDLPHGDWPD[LPLVLQJLQIRUPHGGHFLVLRQPDNLQJLQPDWHUQLW\FDUH
7KLVVWXG\KDVKLJKOLJKWHGRWKHULVVXHVRIVLJQLILFDQFHWRSDUWLFLSDQWVLQPDWHUQLW\FDUH7KHVHDOVRZDUUDQWIXUWKHUUHVHDUFK
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 6XSSRUW LQ ODERXU 6XSSRUW LQ ODERXU
 /LVWHQLQJWR\RXUEDE\©V KHDUWEHDW GXULQJODERXU )HWDO KHDUWUDWH PRQLWRULQJ LQ ODERXU
 8OWUDVRXQGVFDQV VKRXOG\RXKDYHRQH" 8OWUDVRXQGVFUHHQLQJLQWKHILUVWKDOIRISUHJQDQF\LVLWXVHIXOIRUHYHU\RQH"
 $OFRKRO DQGSUHJQDQF\ $OFRKRO DQGSUHJQDQF\
 3RVLWLRQV LQODERXUDQGGHOLYHU\ 3RVLWLRQV LQ ODERXU DQGGHOLYHU\
 (SLGXUDOV IRUSDLQUHOLHILQODERXU (SLGXUDOSDLQUHOLHI GXULQJODERXU
 )HHGLQJ\RXUEDE\  EUHDVW RU ERWWOH" %UHDVWIHHGLQJ RU ERWWOHIHHGLQJ+HOSLQJZRPHQWRFKRRVH
 /RRNLQJIRU 'RZQ©VV\QGURPH DQG VSLQDELILGD LQSUHJQDQF\ $QWHQDWDOVFUHHQLQJIRUFRQJHQLWDODEQRUPDOLWLHV KHOSLQJZRPHQWRFKRRVH
 %UHHFKEDE\:KDWDUH\RXUFKRLFHV" %UHHFKSUHVHQWDWLRQ RSWLRQVIRUFDUH
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